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16. SWITZERLAND PETROLEUM WAXES
NATURAL ESTER WAXES

USAGE : In/on food - As coating or surface treatment

- As "tabletting agent"

REGULATIONS

(a) Lebensmittelverordnung, 26 May 1936
(b) Lebensmittelverordnung - Anderung vom 31 October 1979
(c) Verordnung Über die in Lebensmitteln Zulässigen Zusatzstoffe (Zusatzstoff-verordnung), 31

October 1979

SUMMARY OF GENERAL TERMS OF REGULATIONS

Reference (c) controls not only substances added to or used as an ingredient of food (intended to
be consumed along with the food) but also those used as coatings or surface treatments on the
food, whether intended to be consumed with the food or not.  Reference (c) itself refers back to
references (a) and (b).

Materials permitted to be used in this way are listed in (c), as are also the foods which may
contain particular additives and, where appropriate, the limitations set on concentration of the
additive.

It is specifically stated in (c) that foods which are not listed as being allowed to contain additives,
but which come within the scope of the Lebensmittelverordnung, must contain no additive at all.

The applications in these categories for which various waxes are permitted are summarised
below.

Application and foods

involved

Waxes permitted Concentration
Permitted

As coating or surface
treatment for

- cheese (matured)
- citrus fruits
- sweets and confec-
  tionery (without
  bakery component)
- marzipan

As tabletting agent for

- sugar in tablet form
- sweets in tablet
  form

        paraffin wax
        beeswax
        carnauba wax

paraffin wax
paraffin wax (this in addition to the
waxes permitted as coating or surface
treatment, 1.1. above)

According to good
manufacturing practice.

20 g/kg
20 g/kg
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In the additives list in reference (c) the term used is "paraffin" - since this is later identified in
connection with cheese coating as "festes paraffin" i.e. solid wax, and since also the terms
"paraffinöl" and "mineralöl" are used in (c) to refer to the hydrocarbon oil, the term "paraffin"
has been interpreted as meaning the wax.
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16. SWITZERLAND PETROLEUM WAXES
NATURAL ESTER WAXES

USAGE : In/on food - In chewing gum

Reference (c) contains a paragraph listing the additives permitted to be present in/on chewing
gum - waxes are not included, nor is there any mention of wax used as a component of chewing
gum base in either reference (c) or reference (a).

WAX QUALITY

Reference (c) states that n the production or treatment of food only additives complying with
Kapitel 35 of the Lebensmittelverordnung (references (a) and (b)) may be used.  Kapitel 35 of
reference (b) defines the different types of additives according to the purposes for which they are
used, and states that additives must comply with purity requirements according to the present
state of knowledge in science and technology.

This general statement is only guidance given concerning quality.
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16. SWITZERLAND ALL WAXES

USAGE : In contact with food - As component of packaging materials

REGULATIONS

(a) Lebensmittelverordnung, 26 May 1936
(b) Lebensmittelverordnung - Anderung vom 31 October 1979

SUMMARY OF GENERAL TERMS OF REGULATIONS

Reference (b) states that foodstuffs, materials for the manufacture and treatment of foodstuffs, as
well as materials connected with the user or consumption of foods (i.e. including food packaging
materials) must, when supplied to the consumer, comply with the requirements of the regulation
and with the present state of knowledge in science and technology.

WAX QUALITY

The only statement in the regulations regarding quality is the general requirement given above
which applies to any type of wax (or other material) used in materials coming into contact with
food.
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16. SWITZERLAND PARAFFINUM SOLIDUM

USAGE : In pharmacy

REGULATION

Swiss Pharmacopoeia VI, 1971 - Section entitled "Paraffinum solidum (Paraff. solid.) Syn. :
Ceresinum".

QUALITY REQUIREMENTS

Definition : A purified mixture of solid saturated hydrocarbons produced from crude earth
wax (ozocerite).

Description : Solid, microcrystalline, colourless, waxy substance, tasteless and odourless when
freshly broken.

Melting range : 68°C to 74°C (test method : page 59, Appendix I to Swiss Pharmacopoeia).

Acidity or alkalinity : 1 g heated with 3 ml of 94 % ethanol R* plus two drops of
phenolphthalein solution RS* must remain colourless, and addition of
0.1 ml of 7 % sodium hydroxide solution RS* must produce a red
colour.

Sulphuric acid test : 0.5 g heated with 3 ml of 95 % sulphuric acid R* in a glass-stoppered
test tube in a water-bath for 10 minutes, the tube being frequently
shaken - the acid shall not become more deeply coloured than the
standard colour solution B1*.

Chloride/sulphate : An aqueous extract of the wax is tested for chloride and sulphate and
must conform to requirements (chloride : page 111, Appendix I to Swiss
Pharmacopoeia - sulphate : page 113, Appendix I).

Oxidizable impurities : When a sample of wax is heated with aqueous potassium
permanganate solution under specified conditions the aqueous
solution must not lose its colour.

(Note : According to a strict interpretation of the definition given in the Swiss Pharmacopoeia
this section does not refer to paraffin wax produced from petroleum oils or lignite).
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16. SWITZERLAND PETROLATUMS

USAGE : In pharmacy

REGULATION

Swiss Pharmacopoeia VII, 1958 - Sections entitled

1. Vaselinum album (white petroleum jelly)
2. Vaselinum flavum (yellow petroleum jelly)

QUALITY REQUIREMENTS

1. Vaselinum album (white petroleum jelly)

Definition : A bleached unctuous mixture of semi-solid saturated hydrocarbons obtained
from the residues of petroleum distillation.

Description : A white to greenish-white translucent substance of sticky, homogeneous,
unctuous consistency, melting to a clear liquid with greenish or slightly
blueish-green fluorescence and at most a faint characteristic smell.

Drop point : 40°C - 55°C.

Consistency : Cone penetration at 25°C : 100-300.  Test method specified.

Acidity/alkalinity : 5 g molten substance is shaken with 20 ml hot water for 1 minute. 
Addition of phenolphthalein to aqueous phase should give no colour.
 Subsequent addition of 1 drop 0.1 N sodium hydroxide must give a
red colour.

Sulphur compounds : Test method using basic lead acetate.  No dark coloration resulting.

Synthetic petrolatum : Under microscope at 200 magnification fine needle-like crystals
may be evident, but no granular or coarse crystals must be visible.

Fats - saponifiable resins : Hydrolysis test stipulated.

Oxidisable impurities : Standard test using aqueous potassium permanganate.

Ignition residue : 0.05 % maximum.  Test method specified.

Carbonisable substances : Sulphuric acid test.  Heat 5 g molten pet jelly with 5 ml 90 %
sulphuric acid at 70°C for 10 minutes, shaking after 5, 6 and 8
minutes.  Colour of acid layer to be no darker than a specified
metal salt solution or quoted corresponding lovibond colour.
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Extinction : per cm in iso-octane solution

Maximum 0.4 at 275 nm
Maximum 0.2 at 295 nm
Maximum 0.12 at 300 nm

2. Vaselinum flavum (yellow petroleum jelly)

Requirements and tests exactly as for vaselinum album, except sulphuric acid test is carried
out using 80 % sulphuric acid.
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16. SWITZERLAND 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


