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11.1

11. NETHERLANDS PETROLEUM WAXES

USAGE : In/on food - As coating

CHEESE-WAXES

Hard-paraffin wax, petrolatum and micro-crystalline wax are allowed to be used in cheese wax
formulations, according to the "Landbouw Kwaliteits-beschikking kaasprodukten" of 28
December 1981 (agricultural quality decree-cheese products), provided they comply with the
purity requirements (*) of the "Verpakkingen en gebruiksartikelen besluit - Warenwet"
(Packaging and Food Ustensils Decree) of 1 October 1979.

(*) The same as FDA § 172.886.
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11. NETHERLANDS PETROLEUM WAXES
NATURAL ESTER WAXES

USAGE : In contact with food - In/on packaging materials

PARAFFINS AND WAXES IN CONTACT WITH FOOD - GENERAL

The usage of hard paraffins and micro-crystalline waxes in contact with foodstuffs in general
regulated by the "Decision of 1 October 1979 by the Minister of Public Health and the
Environment concerning Packaging and Food Utensils" - (This decision complies with the
agreement M 73/17 d.d 31-08-73 of the Committee of the Ministers of the Benelux Economic
Union).

Packaging materials which come into direct contact with foodstuffs and certain specified articles
will contaminate these foodstuffs/articles by migration of components from the packaging
material into the foodstuffs/articles.

Overall (gross and global) migration as well as the migration of individual components (specific
migration) have to comply with the limits as stated in the regulation.

Overall migration, under normal conditions, from the packaging as determined by the prescribed
methods shall in general not exceed the value of 10 mg/dm².

Specific migration, under normal conditions, of each of the components from the packaging
material as determined by the prescribed methods shall not exceed the value indicated in the
regulations.

No specific migration limits have been stipulated for hard paraffins (incl. synthetic), micro-
crystalline waxes and refined petrolatums which comply with UV absorbance requirements
equivalent to FDA 172.886 (formerly FDA 121.1156).

Also no specific migration limits have been stipulated for montan wax, liquid paraffin and various
animal/vegetable waxes provided they comply with the purity requirements as stated in the
regulations.

For the packaging of fatty foods these materials are only allowed, if the fatcontent is less than 40
% and also the contact between packaging material and packed goods is predominantly
discontinuous.

Superseded by note of October 20, 1998.
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11. NETHERLANDS PARAFFIN WAX

USAGE : In pharmacy

REGULATIONS

Nederlandse Pharmacopee 1978, 8e uitgave (Dutch Pharmacopoeia 1978, 8th edition)

QUALITY REQUIREMENTS

1. Paraffinum solidum (hard paraffin)

Definition : Purified mixture of solid, saturated hydrocarbons from petroleum.

Description : A colourless or white substance with a crystalline structure.  Odourless, even
when freshly cut.  When melted the liquid at 60°C is clear, colourless and
free from fluorescence by daylight.

Solidifying point : Solid in a water bath at 54°C but molten in a water bath at 57°C.

Solubility : Insoluble in water; nearly insoluble in alcohol; slightly soluble in ether and
chloroform.

Acidity/alkalinity : Boil 5 g with 5 ml alcohol (90 % v/v).  Add 10 ml water and shake. 
Upon addition of 0.1 ml standard phenolphthalein solution no red
colour may appear but the water layer must colour red after addition
of 0.1 ml of 0.1 N Na OH solution.

Sulphated ash : Not more than 0.1 % on a sample of 1.0 g.

Carbonisable substances : Sulphuric acid test.  Warm 5 g with a mixture of 4 ml
sulphuric acid (94-96 %) plus 1 ml water in a waterbath to a
temperature of 60°C.  Maintain this temperature for 10
minutes while shaking the mixture regularly.  The paraffin and
the sulphuric acid must stay colourless.

Reducing substances : Warm 5 g with 5 ml water in a boiling water bath for a period of
10 minutes.  Add 0.1 ml sodium permanganate solution 0.1 N and
shake for 5 minutes while maintaining the temperature.  The water
layer should not be discoloured.
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2. White petroleum jelly (vaselinum album)
Yellow petroleum jelly (vaselinum flavum)

Definition : Mixture of hydrocarbons obtained from the distillation residues of petroleum. 
Clay treated.

Description : White petroleum jelly : Unctuous mass.  White or nearly white.  More or
less translucent.

Yellow petroleum jelly : Unctuous mass.  Pale yellow.

Melting/congealing range : 40 - 65°C.

Sulphuric acid test : Specified for white petroleum jelly only.  5 g molten petroleum jelly
warmed with 3 ml of a mixture of 11 volumes 95/97 % sulphuric
acid and 5 volumes water at 60°C for 10 minutes, shaking the
mixture regularly.  There must be no coloration of either layer.

Fluorescence : Faintly fluorescent at 75°C in daylight.
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11. NETHERLANDS NATURAL ESTER WAXES

USAGE : Pharmacy

REGULATIONS

The European Pharmacopoeia, 2nd Edition, includes monographs for white beeswax and yellow
beeswax; for details refer to Section 19 - European Economic Community - as at August 1987
these are the only sections on waxes in the European Pharmacopoeia although it is understood
that a monograph on carnauba wax is to be issued.

The Pharmacopoeia requirements for beeswax in all countries adopting the European
Pharmacopoeia are therefore now identical and as given in Section 19; these requirements
supersede those of the individual national pharmacopoeias.

It is understood that the following countries have agreed to adopt the requirements of the
European Pharmacopoeia, either as original parties to the Convention on the Elaboration of a
European Pharmacopoeia or through subsequent decisions (the European Pharmacopoeia has
official status in the laws of the European Economic Community) :

Austria Germany Portugal
Belgium Greece Spain
Denmark Italy Sweden
EIRE Luxembourg Switzerland
Finland Netherlands United Kingdom
France Norway














