STATUTORY INSTRUMENTS

1984 No. 769
MEDICINES

The Medicines (Products Other Than Veterinary Drugs)
(General Sale List) Order 1984

Made - - - - 4th June 1984
Coming into Operation 30th June 1984

- The Secretary of State concerned with health in England, the Secretaries of
- State respectively concerned with health and with agriculture in Wales and in
- Scotland, the Mimnister of Agriculture, Fisheries and Food, the Department of
- Health and Social Services for Northern Ireland and the Department of
~ Agriculture for Northern Ireland, acting jointly, in exercise of powers conferred
- by sections 51 and 129(4) of the Medicines Act 1968(a) and now vested in them
~ (b) and of all other powers enabling them in that behalf, after consulting such
- organisations as appear to them to be representative of interests likely to be
substantially affected by this order pursuant to section 129(6) of that Act. and
~ after consulting and taking into account the advice of the Medicines
’C%mmission pursuant to section 129(7) of that Act, hereby make the following
order:—

-Citation, commencement and interpretation

~ 1— (1) This order, which may be cited as the Medicines (Products Other
‘Than Veterinary Drugs) (General Sale List) Order 1984, shall come into
operation on 30th June 1984,

;. '(2) In this order, unless the context otherwise requires—
- (a) “the Act” means the Medicines Act 1968;

“‘cosmetic” means any substance or preparation intended to be applied
to the various surfaces of the human body including epidermis, pilary
system and hair, nails, lips and external genital organs, or the teeth
~and buccal mucosa, wholly or mainly for the purpose of perfuming
them, cleansing them, protecting them, caring for them or keeping
them in condition, modifying their appearance (whether for aesthetic
purposes or otherwise) or combating body odours or normal body
perspiration; :

- (a) 1968 c. 67.

(b} In the case of the Secretaries of State concerned with health in England and in Wales by
ovirtue of Article 2(2) of, and Schedule 1 to, the Transfer of Functions (Wales) Order 1969 (S.1.
1969/388), in the case of the Secretary of State concerned with agriculture in Wales by virtue of
jAtticle 2(3) of, and Schedule 1 to, the Transfer of Functions (Wales) (No. 1) Order 1978 (S.1.
78/272) and in the case of the Northern Ireland Departments by virtue of section 40 of. and
edule S to, the Northern Ireland Constitution Act 1973 (c. 36). and section 1(3) of. and
paragraph 2(1)(5) of Schedule 1 to, the Northern Ireland Act 1974 (c. 28).




“dosage unit” means:

(i) where a medicinal product is in the form of a tablet or capsule
or is an article in some other similar pharmaceutical form, that -
tablet, capsule or other article, and

(i) where a medicinal product is not in any such form, that &
guantity of the product which is used as the unit by referenceto &
which the dose is measured; « e

“excipient” means a substance which does not contribute to the
pharmacological action of the medicinal product, or which so
contributes only by regulating the release of the active ingredients;

“external use” means application to the skin, hair, teeth, mucosa of the =
mouth, throat, nose, ear, eye, vagina or anal canal when a local action
only is intended and extensive systemic absorption is unlikely to occur; &
and references to medicinal products for external use shall be read =
accordingly except that such references shall not include throat sprays, = = =
throat pastilles, throat lozenges, throat tablets, nasal drops, nasal =
sprays, nasal inhalations or teething preparations;

“food” includes beverages, confectionery and articles and substances £

used as ingredients in the preparation of food and includes amy
manufactured substance to which there has been added any vitamin
and which is advertised (within the meaning of section 92 of the Act)
as available and for sale to the general public as a dietary supplement,

“maximum daily dose” or “MDD” means the maximum quantity of &
the substance contained in the amount of a medicinal product for 3
internal use which it is recommended should be taken or administered
in any period of twenty-four hours;

“maximum dose” of “MD” means the maximum quantity of the
substance contained in the amount of a medicinal product for internal
use which it is recommended should be taken or administered at any

one time; ;

“maximum strength” means either the maximum quantity of the.
substance by weight or volume contained in a dosage unit of a
medicinal product or the maximum percentage of the substance
contained in a medicinal product calculated in terms of weight in”
weight, weight in volume, volume in weight or volume in volume:as
appropriate;

“medicinal product” has the same meaning as in the Act except thatil
does not include a medicinal product which is a veterinary drug as
defined in section 132(1) of the Act; 3

“parenteral administration” means administration by breach of the
skin or mucous membrane; '

“prescription only medicine” means a medicinal product of &
description or falling within a class specified in Article 3 of the
Medicines (Products Other Than Veterinary Drugs) (Prescription.
Only) Order 1983(a);

“product licence of right” means a product licence, whether or not for
the time being in force, to which a person was entitled by virtue of
section 25 of the Act and a reference to a “product the subject ofa |

(a) S.I. 1983/1212.




product licence of right” is a reference to a medicinal product in
respect of which there is, or was, in force at the time of its manufacture
a product licence of right; and

{b) a reference to a numbered Schedule is to the Schedule to this order
which bears that number, a reference in an Article or Schedule to a
numbered paragraph is to the paragraph of that Article or Schedule
which bears that number and a reference in a Schedule to a Table is to
the appropriate Table in that Schedule.

(3) In Schedules 1 and 2—
(a) the following abbreviations are used:
i “g” for gram,
“iu” for international unit of activity,
“mcg” for microgram,
“mg” for milligram, and
“ml” for millilitre; and

(b) entries in columns 2, 3 and 4 in the Tables relate to the substances
listed in column 1 against which they appear and where, in relation to
a particular substance listed in column 1, an entry in column 2, 3 or 4
bears a number or letter it relates only to such entries in the other of
those columns as bear the same number or letter.

General sale list

2. There are hereby specified classes of medicinal products which in the
opinion of the Ministers can with reasonable safety be sold or supplied
otherwise than by or under the supervision of a pharmacist, namely, medicinal
products which are not prescription only medicines but which are——

(a) medicinal products, other than products the subject of a product
licence of right, which fall within the class specified in Schedule 1 but
which do not fall within a class specified in Schedule 3;

(b) medicinal products which are products the subject of a product licence
of right and which fall within the class specified in Schedule 2 but
which do not fall within a class specified in Schedule 3; and

{c) medicinal products which are for sale or supply either for oral
administration as a food or for external use as a cosmetic, other than
products which are eye drops or eye ointments or which contain
either—

() Vitamin A, Vitamin A acetate or Vitamin A palmitate with a
maximum daily dose equivalent to more than 7500 international
units of Vitamin A or 2250 micrograms of retinol, or

(i) Vitamin D with a maximum daily dose of more than 400 units of
antirachitic activity.

Automatic machines section of the general sale list

3. The classes of medicinal products specified in Article 2 of this order are
hereby designated as being products which in the opinion of the Ministers can
with reasonable safety be sold by means of automatic machines.



Revocations .

4. The Medicines (General Sale List) Order 1980(a) and the Medicines
(General Sale List) Amendment Order 1982(b) are hereby revoked.

Signed by authority of the Secret‘ary of 'S‘tﬁate for Social Services.

K. Clarke,

Minister of State,
Department of Health and Social Security.

22nd May 1984.

Nicholas Edwards,
Secretary of State for Wales.

14th May 1984.

George Younger,
Secretary of State for Scotland.

8th May 1984. .

In witness whereot the official seal of the Minister of Agriculture, Fisheries and
Food is hereunto affixed on 11th May 1984.

Michael Jopling,
Minister of Agriculture, Fisheries and Food.

(a) S.L 1980/1922.
(b) S.I. 1982/26.



Sealed with the official seal of the Department of Health and Social Services
for Nogt\hernrlreland this 25th day of May 1984.

Maurice N. Hayes,
Permanent Secretary.

Sealed with the official séal of the Department of Agriculture for Northern
Ireland this 4th day of June 1984.

W. H. Jack,
Permanent Secretary.



Article 2(a) SCHEDULE 1

CLASS OF MEDICINAL PRODUCTS (OTHER THAN PRODUCTS THE SUBJECT OF A
PRODUCT LICENCE OF RIGHT) ON GENERAL SALE BY VIRTUE OF ARTICLE 2(a)

1. Subject to paragraphs 2 and 3, the class of medicinal products which are
composed solely of one or more of the following substances, namely—

(1) a substance listed in column 1 of Table A where the maximum strength
of the substance in the medicinal product does not exceed the maximum
strength, if any, specified in column 2 of Table A;

(2) if the product is for external use only, a substance listed in column 1 of
Table B where the maximum strength of the substance in the medicinal
product does not exceed the maximum strength, if any, specified in
column 2 of Table B;

(3) an aqueous or alcoholic extract, spirit, syrup or liquid suspension derived
from a substance listed in column 1 of Table A or, if the product is for
external use only, Table B;

(4) an excipient.

2. Where a medicinal product of the class specified in paragraph 1 has as an

R R TR s W N

ingredient a substance listed in column 1 of Table A or Table B and thereisin _'.3_-;

relation to that substance an entry in column 3, such product only if—

(1) where a use is specified in column 3, the product is in a container or

package labelled to show only such use, and
(2) where a pharmaceutical form or route of administration is specified in

column 3, the product is respectively in such pharmaceutical form or for

administration by such route as may be so specified.

3. Where a medicinal product of the class specified in paragraph 1, other than *

a product for external use only, has as an ingredient a substance listed in
column 1 of Table A and there is in relation to that substance an entry in

column 4, such product only if it is in a container or package labelled to show—
(1) where a maximum dose is specified in column 4, a maximum dose mot

exceeding that specified, and

(2) where a maximum daily dose is specified in column 4, a maximum daily

dose not exceeding that specified.




TABLE A

INTERNAL OR EXTERNAL USE Sch. 1

Column 1 Column 2 Column 3 Column 4

Use, pharmacentical

Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Abietis Oil
Acetic Acid (1) 7.5 per cent (1) Internal
(2) 15.0 per cent (2) External
Activated Autapulgite
Activated Dimethicone
Agrimony
Alcohol
Alginic Acid
Almond 0il
Aloxiprin (1) 400 mg (adults) | (I) Tablet or

100 mg (children) capsule

(2) 800 mg (adults) | (2) Powder or
200 mg (children) granules

When combined with
aspirin, the

aspirin limits

apply to the
combination of
aspirin and

aspirin equivalent.

Aluminium Glycinate
Aluminium Hydroxide
Amaranth

Ammonia, Solutions of (1) 5.0 per cent (1) All preparations
of NH, (Ammonia) | except smelling salts

(2) 15.0 per cent (2) Smelling salts
of NH; (Ammonia)

Ammonium Bicarbonate
Ammonium Carbonate
Ammonium Chloride
Amylmetacresol (1) Internal (1) 0.6 mg (MD)

(2) 0.5 per cent (2) External
(except mouthwash)

(3) 0.001 per cent (3) Mouthwash
final concentration

Angelica
Anise Ol
Arachis Ol




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Columln 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose

Artichoke
Ascorbic Acid ¢

Aspirin

Balm
Barberry Bark
Beeswax

Benzalkonium Chloride

Benzoic Acid

Benzoin

Benzyl Alcohol

Bismuth Carbonate
Bismuth Citrate
Bismuth Oxide
Bismuth Subnitrate
Black Root
Caffeine

Caffeine Citrate
Cajuput Oil
Calcium Ascorbate
Calcium Carbonate
Calcium Gluconate

Calcium Glycerophosphate

Calcium Hydrogen Phosphate

Calcium Lactate
Calcium Pantothenate

Camphor

(1) 325 mg (adults)
90 mg (children)

(2) 650 mg (adults)
180 mg (children)

(1) 600 mg

(1) 0.2 per cent
(2) 5.0 per cent

(1) 4 mg

(1) Tablet or
capsule

(2) Powder or
granules

(1) Internal:
pastilies, lozenges,
throat tablets

(2) External
(1) Internal

(2) External

(1) Internal:
pastilles, lozenges,
throat tablets

(2) External

10 mg (MD)

30 mg (MDD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose

Candida Yeast Extract
Capsicum

Capsicum Oleoresin

Caraway

Carbon Black
‘Cardamom Oil
Carmellose Sodium
Carrot

Cascara

Cassia Oil

Castor 0il

Catechu

Cellulose
Celylpyridinium Chloride
Chalk

Chamomile

Chlorbuto]

Chiorhexidine Hydrochloride

Chleroform (a)

Chloroxylenol

(2) 2.5 per cent

(2) 0.5 per cent

(3)°2.5 per cent
(1) 5 mg

(1) 0.5 per cent

(1) 0.5 per cent

(2) 5.0 per cent

(1) Internal

(2) External

(1) Internal:
solid preparations

(2) Internal:
liquid

preparations
(3) External

(1) Internal:
pastilles, lozenges,
throat tablets

(2) External
(1) Internal
(2) External
(1) Internal

(2) External

(1) 1.2 mg (MD)
1.8 mg (MDD)

3 mg (MD)

(1) 150 mg (MD)

(2) Restrictions on the retail sale or su

pply of products containing chloroform are imposed by the

Mﬂ.dlCmes (Chloroform Prohibition) Order 1979 (8.1. 1979/382, amended by S.I. 1980/263).




TABLE A (Contintied)

INTERNAL OR EXTERNAL USE Sch. 1

Columan 1 Column 2 Column 3 Column 4

Use, pharmaceutical

Maximum form or route of Maximum dose and
, Substance strength administration maximum daily dose
Chondrus
Cinnamon 0il
Citric Acid
Clove Oil
Corillana .
Coltsfoot
Copper Carbonate Equivalent to | mg
elemental copper (MDD)
Copper Sulphate (1) Internal (1) Equivalent to | mg
elemental copper (MDD)
(2) 1.0 per cent (2) External
Coriander Oil
Cranesbill Root
Creosote (1) Internal (1) 0.125 ml (MD)
(2) 0.5 per cent (2) External
Cyanocobalamin 10 meg (MDD}
Dexpanthenol
Dextrose
Dextrose Monohydrate ’
Dichlorobenzyl Alcohol (2 mg {1} Internal:

pastilles, lozenges,
throat tablets

(2) Exernal’

Dihydroxyaluminium Sodium ==
Carbonate

Dill Oil
Dimethicone
Docusate Sodium
Echinacea

Elder
Elecampane
Erythrosine E127
Ether 0.25 ml (MD)
Eucalyptol
Eucalyptus Oil

Fennel




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use, pharmaceatical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Ferric Ammonium Citrate Equivalent to 24 mg
elemental Iron (MD)
Ferrous Carbonate Equivalent to 24 mg
elemental Iron (MD)
Ferrous Fumarate Equivalent to 24 mg
elemental Iron (MD)
Ferrous Gluconate Equivalent to 24 mg
elemental Iron (MD)
Ferrous Sulphate Equivalent to 24 mg
elemental Iron (MD)
‘Erangu_la 3
Frangula Bark
Garlic Oil
Gém‘ian
Ginger
Glucose, Liquid
Glycerol
Golden Seal
Grindelia
Guaiphenesin 200 mg (MD)
Halibut Liver Oil As for Vitamin A and
Vitamin D
Halogenated Phenols 1.0 per cent
Hesperidin Complex
Hexylresorcinol (1} 2.5 mg (1) Internal:
pastilles, lozenges,
throat tablets
{2) External
Honey, Purified
Hyssop
Todine 10 mg (MDD)
Ipecacuanha
Ispaghula
Ispaghula Husk
Jamaica Dogwood
Juniper
Juniper Oil




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use. pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Kaolin, Light
Kola
Laminaria
Lavender Oil
Lemon Oil
Lime Oil
Linseed
Liquorice
Liver Extract
Lobelia 65 mg (MD)
Lysine Hydrochloride
Magnesium Carbonate, Heavy
Magnesium Carbonate, Light
Magnesium Glycerophosphate
Magnesium Hydroxide
Magnesium Oxide, Light
Magnesium Phosphate
Magnesium Sulphate
Magnesium Trisilicate
“Malt Extract
Manganese Equivalent to | mg
Sulphate clemental Manganese
(MDD)
Mate
Meadow Sweet
Menthol
Methy! Salicylate (1) Internal: nasal
inhalations except
aerosols
(2) 1 mg (2) Internal:
pastilles, lozenges,
throat tablets
(3) External
Methylated Spirit (1) Internal:
Industrial nasal inhalations to
be inhaled from a
handkerchief or other
soft material ,
(2) External




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Colnmn | Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength adminjstration maximum daily dose
Myrrh
Nicotinamide
Nicotinic Acid
Moscapine 15 mg (MD)
60 mg (MDD)
Noscapine Hydrochloride Equivalent to 15 mg
of Noscapine (MD)
Equivalent to 60 mg
of Noscapine (MDD)
Nutmeg: Qil
Olive: 0il
Oxygen
Oxymetazoline 0.05 per cent Non-oily nasal sprays
and nasal drops
Oxymetazoline Hydrochloride 0.05 per cent Mon-oily nasal sprays
and nasal drops
Paracetamol (1) 500 mg (1) Tablet or capsule
(adults) 120 mg
(children)
(2) 1000 mg (2) Powder or granule
(adults) 240 mg
(children)
Paraffin, Liquid All preparations
except nasal drops,
nasal sprays and nasal
inhalations
Passifiora
Patent Blue VEI31
Peppermint
Peppermint Oil
Phenol (1) 1.0 per cent (1) Internal (except
smelling salts)
(2) 5.0 per cent (2) Smelling salts
(3) 2.5 per cent (3) External
Phenolphthalein 120 mg (MD)
Phenylephrine Hydrochlorid Internal: all Equivalent o 10 mg
preparations except Phenylephrine (MD)

nasal drops, nasal
sprays and nasal

inhalations



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Pimento Oil
Pini Sylvestris Oil (1) Internal:
(2) 9 mg (a) inhalant capsules
(b) 6 mg (b) pastilles,
lozenges, throat
tablets
() 0.05 mg/5 ml (c) cough syrups
(2) External

Potassium Gluconate
Potassium Glycerophosphate

Potassium Iodide

Potassium Nitrate
Potassium Sulphate
Primula Rhizome Extract
Pulsatilla

Pumilio Pine Oil
Pyridoxine Hydrochloride

Quinine Sulphate

Rhubarb Rhizome
Riboflavine

Riboflavine Sodium
Phosphate

Rose Fruit
Rosemary Oil
Sage Oil
Salicylic Acid

(1) 0.06 per cent

(b) 12.5 per cent

'(c) 3.0 per cent
(d) 2.0 per cent

(1) Internal:
antiseptic liquid,
pastilles, lozenges,
throat tablets

(2) External:

(a) corn plasters

(b) all other
preparations for
treatment of corns or
callouses

(c) dusting powder
(d) cream, ointment
or gel

Equivalent to 10 mg
Iodine (MDD)

100 mg (MD)

Equivalent to 35 mg
Quinine (MD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4 -
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Salicylic Acid (e) 0.5 per cent (€) medicated pads
feontinued) in the impregnat-
ing solution
(f) 0.06 per cent (f) antiseptic liquid
{g) 0.05 per cent (g) liquids neither
for treatment of corns
or callouses nor
antiseptic liquid
Sambucus
Scullcap
Senega
Senna Fruit
Senna Leaf

Sennosides A and B

Slippery Elm — Powdered
Bark

Sodium Alginate
Sodium Ascorbate
Sodium Bicarbonate
Sodium Carbonate
Sodium Chloride
Sodium Citrate
Sodium lodide

Sodium Salicylate
Sorhitol

Spinach

Squill Vinegar
Squill, White

St Mary's Thistle
Sterculia

Storax

Sucrose

Sucrose Octa-acetate
Sulphur

Sweet Birch Oil

15 mg (MD)

Equivalent to 10 mg
Todine (MDD)



)
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TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum Form or route of Maximum dose and
Substance strength administration maximum daily dose
Tannic Acid (1) 5 mg 1) Internal:
pastilles, lozenges,
throat tablets
(2) External
Tartaric Acid
Terpineol
Thiamine Hydrochloride
Thiamine Mononitrate
Thyme
Thyme Oil
Thymol
Titanium Dioxide
Tocopheryl Acetate
Tolu-flavour Solution
Treacle
Valerian
Verbena
Vitamin A 7500 ju (2250 mcg
Retinol equivalent)
(MDD)
Vitamin A Acetate Equivalent to 7500 iu
Vitamin A (2250 meg
Retinol equivalent)
(MDD)
Vitamin A Palmitate Equivalent to 7500 iu
Vitamin A (2250 mcg
Retinol equivalent)
(MDD)
Vitamin' D (Calciferol) 400 iu (10 mcg
Cholecalciferol) (MDD)
Vitamin E
Wild Cherry
Wild Lettuce
Willow White
Xylometazoline 0.1 per cent Non-oily nasal sprays
Hydrochloride and nasal drops
Yarrow
Yeast




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 1
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Zinc Oxide Equivalent 1o 4 mg
elemental Zine (MDD)
Zinc Sulphate (1) Internal (1) Equivalent to 4 mg
elemental Zine (MDD)
(2) 0.25 per cent (2) External




TABLE B

ExTERNAL USE ONLY

Sch. 1

Column |

Column 2

Column 3

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Acectone
Alkanna
Allantoin

n-Alkyl Isoquinolinium
Bromide

Benzethonium Chloride
Benzyl Benzoate
Benzyl Cinnamate
Benzyl Nicotinate
Bornyl Acctate

Cade 0il

Calamine

Camphor Oil
Cetostearyl Alecohol
Cetrimide

Chamomile Oil
Chlorhexidine Acetate
Chlorhexidine Gluconate
Chlorocresol
Chlorphenesin
Citronella Oil
Clorophene

Coal Tar

Colloidal Sulphur

Dibromopropamidine
Isethionate

Dichlorodifiuoromethane
(Propellent 12)

Dichloroflucromethane
(Propellent 21)

Dichlorophen
Dichloroxylenol

Diethyl Phthalate
Diethylamine Salicylate
Diperodon Hydrochloride

0.2 per cent

1.25 per cent

1.0 per cent
5.0 per cent




TABLE B (Continued)

EXTERNAL USE ONLY Sch. 1
Column | Column 2 Column 3
Use, pharmaceutical
Maximum form or route of
Substance strength administration

Edetic Acid

Ethyl Nicotinale

Ethyl Salicylate

Fuller's Earth

Glycol Salicylate

Gutta Percha

Hamamelis

Histamine Hydrochloride

Hydrogen Peroxide
Usdsopropyl Aleohol

Isopropyl Palmitate

Lauryl Alcohol. Ethoxylated
Lignocaine

Lignocaine Hydrochloride
Methyl Micotinate
Methylbenzethonium Chloride:
Mustard Oil, Volatile
Nonoxinols

‘Paraffin, Hard

Paraffin, White Soft
Paraffin, Yellow Soft

Peru, Balsam of

Potassium Edetate

P

;ulplme
Povidone-lTodine
Propylene Phenoxetal
Pyrithione Zine
Sassafras Qil

Siberian Fir Qil
Sodium Fluoride

Sodium Lauryl
Ether Sulphate
Sodium Lauryl
Ether Sulphosuccinate

Huod B
Hydroxyqg

0.1 per cent

0.6 per cent
0.7 per cent

0.1 per cent

0.6 per cent

1.0 per cent

0.33 per cent

Dentifrice



TABLE B (Continued)

EXTERNAL USE ONLY Sch. 1
Column 1 Column 2 Column 3
Use, pharmaceutical
Maximum form or route of
Substance strength administration
Sodium Monofluorophosphate 1.14 per cent Dentifrice
Squalane
Stannous Fluoride 0.62 per cent Dentiftice
Stearyl Alcohol,
Ethoxylated
Strontium Chloride Dentifrice
Hexahydrate
Tolnaftate
Trichlorofluoromethane
(Propellent 11)
Triclosan
Turpentine Oil
Undecenoic Acid
Urea
Urea Hydrogen Peroxide
Wool Fat
Zinc Citrate Trihydrate Dentifrice

Zinc Stearate

Zinc Undecenoate




SCHEDULE 2 Article 2(b)

CLAss OF MEDICINAL PRODUCTS (THE SUBJECT OF A PRODUCT LICENCE OF
RIGHT) ON GENERAL SALE BY VIRTUE OF ARTICLE 2(b)

1. ‘Subject to paragraphs 2 and 3, the class of medicinal products which are
composed solely of one or more of the following substances, namely—

(1) a substance listed in column 1 of Table A where the maximum strength
of the substance in the medicinal product does not exceed the maximum
strength, if any, specified in column 2 of Table A;

(2) if the product is for external use only, a substance listed in column 1 of
Table B where the maximum strength of the substance in the medicinal
product does not exceed the maximum strength, if any, specified in

column 2 of Table B;

(3) an aqueous or alcoholic extract, spirit, syrup or liquid suspension derived
from a substance listed in column 1 of Table A or, if the product is for
external use only, Table B;

(4) an excipient;

(5) haemoglobin or the following parts of animals, namely, bone, hom,
brain, genitals, prostate and spleen, but not an extract from such parts;

(6) a glycerine extract of bone marrow;
(7) a bovine blood derivative;

(8) a substance of vegetable origin or an extract of such a substance used in
the United Kingdom as a food.

2, Where'a medicinal product of the class specified in paragraph 1 has as an
ingredient a substance listed in column 1 of Table A or Table B and there is in
relation to that substance an entry in column 3, such product only if it is for
such use, in such pharmaceutical form and for administration by such route, as
may be specified in column 3.

3. Where a medicinal product of the class specified in paragraph 1, other than
a product for external use only, has as an ingredient a substance listed in
column 1 of Table A and there is in relation to that substance an entry in
column 4, such product only if it is in a container or package labelléd to show—

(1) where a maximum dose is specified in column 4, a maximum dose not
exceeding that specified, and

(2) where a maximum daily dose is specified in column 4, 2 maximum daily
dose not exceeding that specified.



TABLE A .

INTERNAL OR EXTERNAL USE Sch. 2
Column | Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength iministrati maxi duaily dose
Abietis Oil
Absinthium
Acacia Powder
Acetic Acid BP (1) 7.5 per cent (1) Internal
(2) 15.0 per cent (2) External
Acetomenaphthone 10 mg (MD)
Activated Dimethicone
Adenosine
Adipic Acid (1) 25 mg (1) Internal:
pastilles, lozenges,
throat tablets
(2) External
" Aesculus
Agar
Agrimony
Albumin Tannate
Alcohol BP
Alginic Acid
Almond Oil
Almond Qil Volatile Bitter
{free from Hydrocyanic Acid)
Aloes 100 mg (MD)
Aloes, Silver
Derivatives of
Aloin 20 mg (MD)
Aloxiprin (1) 400 mifladu]u) (1) Tablet
100 mg (children)
(2) 800 mci‘l[adulls} (2) Powder
200 mg (children),
‘When combined
with aspirin, the
aspirin Bmits
apply to the
combination of
aspirin and
aspirin equivalent.
Alum

Aluminium Glycinate
Aluminium Hydroxide
Aluminium Oxide
Aluminium Phcfsphate
Anmerican Cranesbill Root
American Liverwort
Aminoacetic Acid

Aminobenzoic. Acid
(Vitamin H)

30 mg (MD)




‘T'ABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Ammonia, Solutions of (1) 5.0 per cent (1) All preparations
of NH, (Ammonia) | except smelling salls
ﬁ}&? mg;mj (2) Smelling salts
Ammoniacum
Ammonjum Acetate,
Strong Solution
Ammonium Benzoate
Ammonium Bicarbonate
Ammonium Carbonate
Ammonium Chloride
Ammonium Citrate
Ammonium Sesquicarbonate
Amylmetacresol (i) Internal (1) 0.6 mg (MD)
{2) 0.5 per cent gj‘l}ﬁlwct;:szi) (except
gzﬂ?,ﬂﬂl per cent (3) Mouthwash
concentration
Anethole
‘Angelica Oil
Angclica Root
Anise
Anise 0il
&m.hnqumonc Glycosides 5.0 per cent
of Rhubar
Arbutus, Trailing
Asafetida
Asamabacca
Ascorbic Acid
Ash
Aspirin g? ;is(m g:.:)ns) (1) Tablet
ﬁ’oﬁ%ﬁ.ﬁﬂ?’ (2) Powder
Attapulgite
Australian Sandalwood Oil
Avenin
* Avicel
Avocado 0il
Balm of Gilead Buds
Balmony X




TABLE A (Continued)

INTERNAL OR EXTERNAL UsE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and

Substance strength administration maximum daily dose
Barberry Bark
Bay Salt
Bayberry
Bearberry
Bearsfoot (Uvedalia)
Beech
Beeswax
Bentonite
Benzalkonium Chioride (1) 600 mcg (1) Internal:

Benzoic Acid

Benzoin
Benzyl Alcohol

Bethroot

Bile Salts (Sodium
Tauroglycocholate)

Biotin '
Birch European
Birthwort

Bisacodyl

Bismuth Aluminate

Bismuth and Ammonium
Citrate

Bismuth Carbonate
Bismuth Citrate
Bismuth Oxide
Bismuth Oxychloride
Bismuth Subnitrate
Bistort

Blackberry Leaf
Blackberry Root Bark
Black Catechu

Black Haw

Black Root

(1) 0.2 per cent
(2) 5.0 per cent

(1) 4 mg

(2)5 mg

pastilles, lozenges,
throat tablets

(2) External
(1) Internal
(2) External

(1) Internal: -

illes, lozenges,
m: tablets

(2) External

(1) Internal:

tablet

(2) External:
suppositores

(1) 5 mg (MP). ,



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2

Column | Column 2 Column 3 Column 4

Use, pharmaceutical
Maximum form or route of Maximum dose and
_Su_hsléno: s strength administration maximum daily dose
 Black Sulphur
Blackthom
Blood Rool
Blue Flag
Blue Mallow
Baldo
Bonemeal
Baneset
Broom
Buchu'
‘Buckbean
Buckthorn
‘Bugle
Bugleweed
‘Burdock
- Burgundy Pitch
_ Burnet Saxifrage
Butter Bur.
- Butter Nut
. Caffeine Citrate
~ Cajuput 0]l
-~ Calamint
Calamus
: ‘Calcium Acetate
~ Caleium Ascorbate
g:i.{.c_ium'Carbonalc
E_ﬂl_t_'tilm-Ca.seihale ; 5
-!;'al&um ChIcr‘ndc
Caldium Citrate

Calcium Formate

CaJl:u.lm Gluconate

( t'i:iu.m Gl;'cﬂophosphnlc
Calcium Hydrogen Phosphate
Caleium Hypophosphite

Equivalent to 10 mg
lodine (MDD)

Equivalent to 10 mg
lodine (MDD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE

Sch. 2

Column 1

Column 2

Column 3

Column 4

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Maximum dose and
maximum daily dose

Calcium Lactophosphate
Calcium Pantothenate
Calcium Phosphate
Calcium Silicate
Calcium Stearate
Caleium Sulphide

Calcium Tetrahydrogen
Phosphate

Calumba
Camphor

Canella
Capsicum

Capsicum Oleoresin

Caraway
Caraway Oil
Cardamom
Cardamom Oil
Cascara
Cascarilla
Casein

Cassia Oil
Castor Oil
Catechu
Catmint
Caulophyllum
Celery 0il
Celery Seed
Centaury
Centella
Ceratonia

Cetalkonium Chloride

Cetraria

Cetylpyridinium Chloride
Chalk, Prepared
Chamomile

Chamomile, German

(2) 2.5 per cent

(1) 0.01 per cent

(1) Internal

{2) External

(1) Internal:
teething gel

(2) External

10 mg (MD,
30 mg (MDD)

1)12 MD
(3 e Q¥bD)

3 mg (MD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceatical
Maximum form or route of Maximum dose and
‘Substance strength administration maximum daily dose
Chareoal, Medicinal
Chestnut
Chickweed
Chiretta
Chlorbutol (1) Internal: (1) 150 mg (MD)
solid preparations
(2) 0.5 per cent (2) Internal;
liquid preparations
(3) 2.5 per cent (3) External
Chlorhexidine Hydrochloride | (1) 5 mg (1) Internal:
pastilles, lozenges,
throat tablets
(2) External
Chloroform (a) (1) 2.0 per cent (1) Internal:
solid preparations
(2) 1.0 per cent (2) Internal:
liquid preparations
(3) External
Chlorophyll
Chlorophyllins
Chioroxylenol (1) 0.5 per cent (1) Internal
(2) 5.0 per cent (2) External
Choline
Choline Bitartrate
Choline Chioride
Choline Dihydrogen Citrate
Choline Salicylate (1) 9.0 per cent (1) Internal;
[ teething gel
(2) 9.0 per cent (2) External
Cimicifuga
Cinchona 50 mg (MD)
Cinchonidine Sulphate 10 mg (MD)
Cinnamic Acid (1) 500 meg "| (1) Internal: 5
pastilles, lozenges,
throat tablets
(2) External
Cinnamon Bark
Cinnzamon Qil
Citric Acid
Citrus Bioflavonoids
Clivers

/() Restrictions on the retail sale or supply of products containing chloroform are imposed by the
\M.edlnn&s (Chloroform Prohibition) Order 1979 (S.1. 1979/382, amended by S.I. 1980/263).



TABLE A (Continued)

INTERNAL OR EXTERNAL USE' Sch. 2
Column | Column 2 " Colymn 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Subsiance strength administration maximum daily dose
Clove
Clove Oil
Clover
Cobalt 0.25 mg (MDD)
Cobalt Chloride 52#::1‘:?& Ay LTED)
Cobalt Oxide Equivalent to 0.25 m
elemental Cobalt D)
Cobalt Phosphate Eq&::l:ftégbg“ (:‘!%DJ
Sl S
Cochlearia
Cocillana
Cod-Liver Oil As for Vitamin A
(Fish Liver Oil) and Vitamin D
Coltsfoot
Comfrey
Condurango
Copper | mg (MDD)
Copper Acetate (1) Internal ﬂznl:.eq::a\iaée:;pl; { hﬁ%D)
(2) 1.0 per cent (2) External
Copper Carbonate Equivalent to | mg
- elemental Copper (MDD}
St itmeatal Copper (MDD)
Copper Gluconate E&mgp;e ?EMDDJ
Copper Glycerophosphate Equivalent to 1 :
elemental Copper (MDD)
Copper Oxide Equivalent to | m ;
lemmul Copper FMDD
Copper Sulphate (1) Internal glgm%um (MNBD}
(2) 1.0 per cent (2) External
Coriander
Coriander Oil
Cornflower
Com Silk
Corydalis
Cotton Root
Couch-Grass
Cowslip




TABLE A (Continued)

INTERNAL OR EXTERNAL USE

Sch. 2

Column 1

Column 2

Column 3

Column 4

Substance

Maximum
strength

Use, pharmaceutical
form or route of

Maximum dose and
maxi daily dose

Cramp Bark
Creasote

Cubeb

Cubeb Oil

Cubeb Oleoresin
Cudweed
Cyanocobalamin
Cynasa

Cypripedium

Cysteine

‘Cysteine Hydrochloride
Damiana

Dandelion

Danthron

Desiccated Liver
Dextrose

Dextrose Monohydrate
Diastase
Dichlorobenzyl Alcohol

Dichlorophenols
Dihydroxy-

Dill
Dill 0il
Dimethicone

Dioctyl Sodivm
Sulphosuccinate

Dogwood
Echinacea
Elder

Elder: Dwarf
- Elecampane
 Elemi

‘Elm
Equmuun
Eriodictyon

aluminium Sodium Carbonate

(2) 05 per cent

(N 2mg

1.0 per cent

(1) Internal
(2) External

(1) Internal;
pastilles, |
throat 1ablets

{2) External

(1) 0.125 m] (MD)

10 meg (MDD)

50 mg (MD)



TABLE A (Contintied)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and

Substance strength dministration i daily dose
Escin
Ether 0.25 m! (MD)
Ethyl Acetate
Ethyl Benzoate
Ethyl p-Hydroxybenzoate (1) 0.2 per cent (1) Internal

Ethylene Glycol
Monostearate

Ethylhydroxyethylcellulose
Ethylmethylcellulose
Eucalyptol
Eucalyptus
Eucalyptus Kino
Eucalyptus Oil
Euonymus
Eupatorium
Euphorbia
Eyebright

Fennel ~
Fenonel Oil
Fenugreek

Ferric Ammonium Citrate
Ferric Chloride

Ferric Citrate

Ferric Glycerophosphate
Ferric Hypophosphite
Ferrous Calcium Citrate
Ferrous Carbonate
Ferrous Fumarate
Ferrous Gluconate
Ferrous Phosphate
Ferrous Succinate

Ferrous Sulphate

(2) External

" Equivalent to 24 mg

Equivalent to 24 mg
elemental Iron (MD) oy

Equivalent to 24 mg
elemental Iron (MD)

uivalent to 24 m
Emcmal Iron {Mng

Equivalent to 24
elemental Iron (Brbg]

ivalent to 24
clementat Iron (MD)

Equivalent to 24 mg
clemental Iron (MD)

Equivalent to 24 mg
elemental Iron (MD)

Equivalent to 24 mg
elemental Iron (MD)
elemental Iron (MD)

Equivalent to 24 m
elemental Iron ['Mlg)

Equivalent to 24 N%
elemental Iron (ML)

Equivalent to 24 mg
elemental Iron (MD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pbarmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Ferrous Tartrate Equivalent to 24 mg
elemental Iron (MD)
Feverfew
Figs
Figwort
Fir Cones
Fluellin
Folic Acid 200 mcg (MDD)
Formaldehyde Solution (1) Internal: (1) 0.01 ml (MD)
pastilles, lozenges, 0.03 ml (MDD)
throat tablets
(2) External

Frangula

Fringetree

‘Frostweed

Fructose

Fucus

‘Fumitory

Galangal ;
Gamboge

Garlic Oil

Gentian

Germander

Ginger

Ginger Ol

Ginger Oleoresin
Ginseng

Gluconolactone
Glutamic Acid Hydrochloride
Glycerol
Glycerophosphoric Acid
Golden Rod

Golden Seal

Greater Burnet
Grindelia

Ground Ivy

Guaiscal

Guaiacol Carbonate
Guaiacum

10 mg (MD)



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Guaiphenesin 200 mg (MD) (a)
Guar Gum
Haematoporphyrin
Dihydrochloride
Halibut Liver Oil As for Vitamin A
and Vitamin D
Haris Tongue
Hay Flower
Heartsease
Heather Flowers
Hemlock Spruce (1) 10.0 per cent (1) Internal
(2) External

Hesperidin Complex
Hexamine

Hexylresorcinol

Holly

Holy Thistle

Honey Purified BPC
Honeysuckle Flowers
Horehound
Hydrangea

Hydrochloric Acid,
Dilute BP

Hydrotalcite
Hydroxypropyl Cellulose
Hypophosphorous Acid
Hypromellose

Hyssop

Inositol

Inositol Nicotinate
Iodine

Iodophenol
Ipecacuanha

Irish Moss

Iron Formate

Iron Lactate

()25 mg

(1) Internal:
pastilles, lozenges,
throat tablets

(2) External

1 ml (MD)

10 mg (MDD)
0.4 mg (MD)

Equivalent to 24 m
clemental Iron (MD)

Equivalent to 24 mg
elemental Iron (MD)

(a) Amendments and additions made by this order are indicated by the use of bold type. .




TABLE A (Continued)

INTERNAL OR EXTERNAL USE

Sch.

Column 1

Column 2

Column 3

Column 4

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Maximum dose and
maximum daily dose

Iron Phosphate
Iron Reduced

Ispaghula
Ispaghula Husk
Jamaica Dogwood
Jambul

Jujube Berries
Juniper

Juniper Ol
Kaolin

Kava

Kino

Kola

Krameria

Lactic Acid
Lactic Acid Bacteria
Lactose

Lactuca

Ladies Mantle
Lady's Slipper
Laminaria

Larch Bark
Laricis Oleoresin
Lavender
Lavender 0il
Lavender Oil, Spike
Lecithin

Lemon Grass Oil
Lemon Oil
Leptandrin

Lime Leaf
Linalyl Acetate
Linoleic Acid
Linseed

Liguorice

Lithium Benzoate

Equivalent 10 24
elemental Iron ('M“g)

Equivalent to 24 mg
elemental Iron (MD)

Equivalent to 5 mg of
Lithium (MD'
Equivalent to 15 mg of
Lithium (MDD}



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceatical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose

Lithium Citrate

Lithium Salicylate

Lithium Sulphate

Liver Extract

Lobelia

Lovage

Lucerne

Lungwort

Lupulin

Lupulus

Lysine

Lysine Hydrochkloride
Magﬁesium Carbonate Heavy
Magnesium Carbonate Light
Magnesium Citrate
Magnesium Formate
Magnesium Glycerophosphate
Magnesium Hydroxide
Magnesium Hypophosphite
Magnesium Oxide Heavy
Magnesium Oxide Light
Magnesium Peroxide
Magnesium Phosphate
Magnesium Stea.;'ate
Magnesium Sulphate
Magnesivm Trisilicate
Maidenhair

Malic Acid

Manganese

Manganese Chloride

Manganese Gluconate

Equivalent to 5 mg of
Lithium (MD)
Equivalent to 15 mg of
Lithium (MDD)
Equivalent to 5 mg of
Lithium (MD)
Equivalent to 15 mg of
Lithium (MDD}

Equivalent to 5 mg of
Lithium (MD)

Equivalent 1o 15 mg of
Lithium (MDD)

65 mg (MD)

1 mg (MDD)
Equivalent to 1 mg
elemental Manganeso
(MDD)

Equivalent to | mg
elemental Manganese
(MDD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose

Manganese Glycerophosphate

Manganese Hypophosphite

Manganese Lactate

Manganese Sulphate

Mannitol
Marigold Flowers
Marshmallow
Masterwort

Mate

Meadow Grass
Meadow Sweet
Melissa

Menthol
Methionine
Methyl Cellulose
Methyl‘p-Hydroxybenzoate

Methyl Salicylate

Methylated Spirit
Industrial

Methylene Blne
"Molybdenum
Molybdenum Trioxide

Molybdic Oxide

Molybdic Sulphate

(I) 0.5 per cent
(2) 1.0 per cent

2) 1 mg

(1) Internal
(2) External

(1) Internal: nasal
inhalations except
aerosols

(2) Internal:
pastilles, lozenges,
throat tablets

(3) External

(1) Internal: nasal
inhalations to be
inhaled from a
handkerchief or other
soft material

(2) External

Equivalent to 1 mg
elemental Manganese
(MDD)

Equivalent to | mg
elemental Manganese
(MDD)

Equivalent to | mg
elemental Manganese

(MDD)

Equivalent to 1 mg
elemental Manganese

(MDD)

3 mg (MDD)

Equivalent to 3 mg
elemental Molybdenum
DD)

Equivalent to 3 mg
elemental Molybdenum
)

(MDD

Equivalent to 3 mg
elemental Molybdenum
(MDD)



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch.2
Column 1 Column 2 Column 3 Colurmn 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Monochlorophenols 1.0 per cent
Motherwort
Mountain Flax :
Mousear
Mugwort
Muira Puama =
Mullein g
Myrrh i
Neroli Oil
Nettle 3
Nickel 0.2 mg (MDD) ,;
Nickel Oxide Equivalent t0 02 mg__
elemental Nickel (MDD}
Nicotinamide
Nicotinic Acid
Nitric Acid 0.02 ml (MD)
Nitrous Ether Spirit 5.0 per cent
(BPC 59)
~Noscapine 15 mg (MD)
60 mg (MDD)

Noscapine Hydrochloride

Nutmeg

Nutmeg Oil

Oak

Onmnonis

Orange Oil

Origanum

Origanum Oil

Os Sepia Powder BPC 1934
Ox Bile

Oxygen (a)

Oxymetazoline Hydrochloride

Pancreatin
Pantothenic Acid
Pantothenol
Papain

Papaya Leaves

0.05 per cent

Non-oily nasal sprays
and nasal drops

Equivalent to 15 mg of
Noscapine (MD)
Equivalent to 60 mg of
Noscapine (MDD)

(a) Amendments and additions made by this order are indicated by the use of bold type.




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Paracetamol (1) 500 mg (1) Tablet

(adults)

[20 mg (children)

(2) 1,000 mg (2) Powder

(adults)

Paraffin, Liquid

Paraformaldehyde

Pareira Root

Parsley Piert

Parsley Root
Passifiora

Peach Leaves
Pellitory
Pellitory-of-the-Wall
Pennyroyal

Peony

Pepper, Oleoresin of
Peppermint
Peppermint Qil
Pepsin

Periwinkle

Phenol

Phenolphthalein
Phenylephrine

Phenylephrine Hydrochloride

Phenylsemicarbazide

Phosphoric Acid Dilute
BP'1963

Pichi

240 mg (children)

(1) 10 mg

{
(1) 1.0 per cent

(2) 5.0 per cent
(3) 2.5 per cent

All preparations
excepl nasal drops,
nasal sprays and
nasal inhalations

(1) Internal:
pastilles, lozenges,
throat tablets

(2) External

(1) Internal (except
smelling salts)

(2) Smelling salts
(3) External

Internal: all
preparations excepi
nasal drops, nasal
sprays and nasal
inhalations

Internal: all
preparations except
nasal drops, nasal
sprays and nasal
inhalations

120 mg (MD)
10 mg (MD)

Equivalent to 10 mg
Phenylephrine (MD)

2.5 ml (MD)



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Pilewort
Pimento Oil
Pimpernel
Pini Sylvestris Oil (1) Internal:
{a) 9 mg (a) inhalant capsules
(b) 6 mg (b) pastilles,

Pinus Strobus
Pinus Sylvestris
Pipsissiwa
Plantain
Pleurisy Root
Poke Root
Pollen

Pollen Extracts

Polyhydroxyaluminium
Sodium Carbonate

Poplar

Potassium Acelate
Potassium Acid Phosphate
Potassium Acid Tartrate
Potassium Aspartate
Potassium Bicarbonate
Potassium Carbonate
Potassium Chloride
Potassium Citrate
Potassium Glycerophosphate
Potassium Hydroxide

Potassium Hypophosphite

Potassium Iodide

Potassium Molybdate
Potassium Nitrate
Potassium Phosphate
Potassium Sorbate

Potassium Sulphate

(¢) 0.05 mg/5 ml

(1) 500 mcg

lozenges, throat
Lablets
(c) cough syrups

(2) External

(1) Internal:
pastilles, lozenges,
throat 1ablets

(2) External

Equivalent 1o 10 mg
lIodine (MDD)

Equivalent to 200 meg

elemental Molybdenum

(MDD)
100 mg (MD)




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and

Substance strength administration maximum daily dose
Potentilla
Precipitated Sulphur
Prickly Ash
Propyl Hydroxybenzoate (1) 0.5 per cent (1) Internal

Propylene Glycol
Prune

Psyllium
Pulsatilla

Pumilio Pine Oil
Pyridoxine Hydrochloride
Quaking Aspen
Quassia

Queens Delight
Quillaia

Quinine

Quinine Bisulphate
Quinine Hydrochloride
Quinine Hypophosphite
Quinine Salicylate
Quinine Sulphate

Raspberry Leaves
Red Poppy Petals
Red Rose Petals
Red Sanderswood
Rhubarb Rhizome
Riboflavine

Riboflavine Sodium
Phosphate

Rock Water
Rose Fruit
Rosemary
Rosemary Oil
Royal Jelly
Rue

Rutin

Saccharated Ferrous
Carbonate

(2) 1.0 per cent

(2) Exlernal

35 mg (MD)

Equivalent to 35 mg
Quinine (MD)
Equivalent 10 35 mg
Quinine (MD)
Equivalent to 35 mg
Quinine (MD)
Equivalent to 35 mg
Quinine (MD)

Equivalent to 35 mg
Quinine (MD)

Equivalent to 24 mg
elemental Iron (MD) ~



TABLE A (Continued)

INTERNAL OR EXTERNAL USE

Sch.

Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose

Saccharated Iron Oxide
Saccharated Iron Phosphate

Safflower
Saffiower Oil
Sage Oil

St John’s Wort
Salep

Salicaria
Salicylamide
Salicylic Acid

Saligenin

Sandalwood Qil
Sandarac
Sanguinaria
Sanicle
Saponaria
Sarsaparilla Root
Sassafras

Saw Palmetto
Scullcap

Senega

Senna Fruit
Senna Leaf
Sennosides A and B

Serpentary

(1) 0.06 per cent

(b) 12.5 per cent

(c) 3.0 per cent
(d) 2.0 per cent

(e) 0.5 per cent
in the impregnat-
ing solution

(£) 0.06 per cent
(g) 0.05 per cent

(1) 0.5 per cent

Tablet or Powder

(1) Intemnal:
antiseptic liquid,
pastilles, lozenges,
throat tablets

(2) External:

(a) corn plasters

(b) all other
preparations for
treatment of corns or
callouses

(c) dusting powder

(d) cream, ointment or

ge
(e) medicated pads

(f) antiseptic liquid
(g) liquids neither

for treatment of corns
or callouses nor
antiseptic liquid

(1) Internal
(2) External

Equivalent to 24 mg
elemental Iron (MD)

Equivalent to 24 mg
elemental Iron (MD)

1.2 g (MDD)

15 mg (MD)

) e e T



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Shark Liver Oil (1) Internal (except (1) As for Vitamin A
suppositories) and Vitamin D
2)3g (2) Suppositories

(3) External
Shepherd’s Purse

Skunk Cabbage Root
Slippery Elm - Powdered
Bark

Sodium Acid Citrate
Sodium Acid Phosphate
Sodium Aescin

Sodium Aescin
(Polysulphinate)

Sodium Alginate
Sodium Ascorbate
Sodium Benzoate (1) 0.2 per cent (1) Internal
(2) External
Sodium Bicarbonate
Sodium Carbonate

Sodium Carboxymethyl-
cellulose

Sodium Caseinate

Sodium Chloride

Sodium Citrate

Sodium Glycerophosphate
Sodium Hypophosphite
Sodium: Lauryl Sulphate

Sodium Magnesium Aluminium
~ Silicate and Basic
Magnesium Aluminate

Sodium Nitrite

Sodium Pantothenate

Sodium Phosphate

Sodium Polyhydroxy-

aluminjum Klonmrbonatc

Hexito]l Complex
~ Sodium Potassium Tartrate

Sodium Ricinoleate (1) 0.5 per cent (1) Internal
(2) External
Sodium Salicylate
Sodium Sulphate
Sodium Tartrate
Southern Wood




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4 p
Use, pharmaceutical
Maximum form or route of Maximum dose and
‘Substance strength administration maximum daily dose

Soya Lecithin
Soya (Protein)
Soya Oil
Spearmint
Spearmint Oil
Speedwell
Spigelia
Squaw-Vine
Squill, White Internal: expectorant

cough medicines
Star Anise
Starch
Sterculia
Stone Root
Storax -
Strawberry Leaf
Sublimed Sulphur
Succinic Acid
Sulphur
Sulphuric Acid Dilute BPC 0.3 ml (MD)
Sumach-
Sumbul
Sundew
Sunflower
Sunflower Oil
Sweet Birch Oil
Syrup BP
Tag Alder
Tale
Tannic Acid (1) 5 mg (1) Internal;

, lozenges,

throat tablets

(2) External
Tansy
Tar BP (1) Internal: liquid (1) 20 mg (MD)

preparations

(2) 5 mg (2) Internal:

pastilles, lozenges,

throat tablets

(3) External
Tartarie Acid




TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
Terebene (1) 10 mg (1) Internal:
pastilles, lozenges,
throat tablets
(2) External
Terpin Hydrate 200 mg (MD)
Térpineol
Theobromine

Thiamine Hydrochloride
Thiamine Mononitrate

Thyme
Thyme Oil
Thymol
'}?ﬂia

Tocopheryl Acetate
Tocopheryl Acid Succinate
Tolu Balsam
Tormeatilla
Tragacanth

Unicorn Root, False
Uhicorn Root, True
Valerian

Verbenn

Violet

Vilamin A

Vitamin A Acetate

Vitamin A Palmitate

Vitamin D (Caleiferol)

Wheat Germ Oil
Whey Powder
White Pond Lily
Wild Carrot
Wild Cherry

7,500 iu (2,250 mcg
Retinol equivalent)
'MDD)

Equivalent to 7,500 ju
Vitamin A (2.250 meg
Retinol equivalear)
(MDD)

Equivalent to 7,500 iu
Vitamin A (2,250 meg
Retinol equivalent)
(MDD)

400 iu (10 m
Choloca]ciferctﬁ) (MDD)



TABLE A (Continued)

INTERNAL OR EXTERNAL USE Sch. 2
Column 1 Column 2 Column 3 Column 4
Use, pharmaceutical
Maximum form or route of Maximum dose and
Substance strength administration maximum daily dose
‘Wild Oats
Wild Rose
Wild Thyme
Willow Black
‘Willow White
‘Wintergreen Leaves
Wood Betony
Woodsage
Yarrow
Yeast
Yellow Dock
Zinc 4 mg (MDD)
Zinc Oxide Equivalent to 4 mg
elemental Zine (MDD)
Zinc Phosphate (1) Internal mu&aéelzlc lf dDng}
(2) 0.15 per cent (2) External
Zine Sulphate (1) Internal (1) Equivalent to 4 mg
elemental Zinc (MDD)
(2) 0.25 per cent (2) External




TABLE B

EXTERNAL USE ONLY

Sch. 2

Column |

Column 2

Column 3

Substance

Maximum

sirength

Use, pharmaceutical
form or route of
administration

Acetone
Acrifiavine

Alkylaryltrimethyl Ammonium
ide

n-Alkyl Isoquinolinium *
Bromide

Allantoin

Aluminium Acetate
Aluminium Chlorohydrate
Aluminium Silicate
Amber Gil

Aminacrine

Aminacrine Hydrochloride

Amyl Acetate

Amyl para-dimethyl
-aminobenzoate

Arnica

Azulene

Bay il
Benzethonium Chloride
Benzocaine

Benzy] Cresols

‘Benzyl Nicotinate
Benzyl Salicylate
Besgamot Oil

Birch Tar Oil

Bismuth Iodide Oxide
Bismuth Subgallate

Borax (Sodium Borate)

Boric Acid

Borownnic Complex

1.0 per cent
0.5 per cent

(1) 3.0 per cent

(2) 0.7 per cent
(1) 5.0 per cent
(2) 2.5 per cent

(1) All preparations except
ophthalmic lotions

(2) Ophthalmic lotions
(1) Tales
(2) Ophthalmic lotions



TABLE B (Continued)

ExTERNAL USE ONLY

Sch. 2

Column 1

Column 2

Column 3

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Bronopol

Butyl Alcohol

Cade 0il

Calamine

Calcium Hydroxide
Calcium Sulphate
Camphor Oil
Canada Balsam
Carnauba Wax
Cedar Wood Oil
Cetrimide

Cetyl Alcohol NF
Chloramine
Chlorhexidine Acetate
Chlorhexidine Gluconate
Chlorinated Lime
Chlorine
Chlorocresol
Chlorophenoxyethanel
Chlorphenesin
Cholesterol ‘
Cinoxate

Citronella Oil
Clioquinol
Clorophene

Coal Tar

Coconut Oil
Colophony

Copaiba

Cresol

Curd Scap
Diatomite
Dibromopropamidine
Isethionate

0.5 per cent

12.0 per cent

0.2 per cent

0.6 per cent
1.25 per cent

1.0 per cent




TABLE B {Continued)

EXTERNAL USE ONLY Sch. 2
Column | Column 2 Colomn 3
Use, pharmaceuatical
Maximum form or route of
Substance strength administration
Dichlorodifluoromethane
(Propellent 12)
Dichlorophen 1.0 per cent
Dichlorotetrafiuoroethane
(Propellent 114)
Dichleroxylenol
Diethyl Phthalate
Diethylamine Salicylate
Diethylethanolamine Stearate
Diethyltoluamide
Dihydroxyacetone
Di-8-Hydroxygquinoline-
P-Amino-Salicylate 0.3 per cent

Di-Isobutylphenoxypoly-
Ethoxyethanol

Dimethyl Phthalate
Diperodon Hydrochloride
Edetic Acid

10-Eny] Undecenoic Acid
10-Enyl Zinc Undecenoate
Ethanolamine

Ethoxylated Lauryl Aleohol
Ethyl Nicotinate

Ethyl Salicylate

Euflavine

Eugenol'

Ferric Oxide

Fuller’s Earth

Gall

Gentian Violet

Geranium Oil

Glyceryl Mono-Oleate
Glyuryll Mono-Stearate
‘Glycol Monosalicylate
‘Guauiacol Furoate

5.0 per cent




TABLE B (Continued)

EXTERNAL USE ONLY Sch. 2
Column 1 Column 2 Column 3
Use, pharmaceutical
Maximum form or route of
Substance strength administration
Halogenated Phenols 1.0 per cent Liquids
Halquinol 0.6 per cent
Hamamelis
Henna
Heparin
Hexachlorophane 0.1 per cent
Hexetidine 0.1 per cent
Hexyl Nicotinate
Histamine Acid Phosphate 0.1 per cent
Histamine Hydrochloride 0.1 per cent
Hydrogen Peroxide
Hydrous Wool Fat
p-Hydroxybenzoic Acid-Mixed
Short Alkyl Chain Esters
Hydroxyquinoline 0.6 per cent
Hydroxyquinoline Sulphate 0.6 per cent
Hydroxyquinolines, Chlorinated 0.6 per cent

Ichthammol
Todoform
Iodophores
Todosalicylic Acid
Isopropyl Alcohol
Isopropyl Linoleate

Jaborandi

Lauryldimethylbenzalkonium
Chloride

Lignocaine

Lignocaine Hydrochloride
Linseed Oil

Lycopodium

Magnesium Borate
Magnesium Chloride
Melalenca Oil

0.025 per cent of the
alkaloids in the
medicinal product

0.6 per cent

0.7 per cent

5.0 per cent




TABLE B (Continued)

EXTERNAL USE ONLY Sch. 2

Column 1 Column 2 Column 3

Use, pharmaceutical
Maximum form or route of
Substance strength administration

Menthy] Salicylate

Methyl Alcohol

Methyl Benzalkonium Chloride
Methylbenzethonium Chloride r’
Methyl Nicotinate

Methylated Spirit Industrial
Mexenone

Mustard Oil, expressed

Mustard Oil, volatile 0.1 per cent
Neatsfoot Oil

Nonylphenoxy-polyethoxy-
ethanol

Octaphonium Chloride
Octoxynol

Octylhydrocupreine
Dihydrochloride

Oleic Acid
Oleyl Alcohol
Olibanum

Orris

1

Orthocresol
Orthophenyl Phenol 0.01 per cent
Palm ‘Kernel Oil
Parachiorophenol 0.5 per cent
Paradichlorobenzene
Paraffin, hard

Paraffin, white soft
Paraffin, yellow soft
Peru, Balsam of
Phenoxyethanol
‘l"henyl Nicotinate
Phenylethyl Nicotinate
Pine Oil, Artificial

Pine Oil (Terpeneless)



TABLE B (Continued)

EXTERNAL USE ONLY

Sch. 2

Column 1

Column 2

Column 3

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Polyethylene Glycol
Polyglyceryl Ricinoleate
Potash Soap

Potassium Chlorate

Potassium Hydroxyquinoline
Sulphate

Povidone-Iodine
Proflavine
Proflavine Hemisulphate
Propamidine Isethionate
Propionic Acid
n-Propyl Alcohol
Propylene Glycol Monostearate
Pyrethrum

. Pyroxylin
Rape 0il
Resorcinol
Ricinoleic Acid
Safrole
Salol
Saponin
Sassafras Oil
Scarlet Red
Seal Oil
Sodium Edetate
Sodium Formate
Sodium Hydroxide

Sodium Hypochlorite, solution
strong BPC

Sodium Lauryl Ether Sulphate
Sodium Octoate

Sodium Perborate

Sodium Phenate

Sodium Phenolsulphonate

0.6 per cent

4.5 per cent

0.5 per cent

12.0 per cent

Shampoos




TABLE B (Continued)

EXTERNAL USE ONLY Sch. 2
Column 1 Column 2 Column 3
Use, pharmaceutical
Maximum form or route of
Substance strength administration
Sodium Polymetaphosphate
Sodium Propionate
Sodium Silicate
Sodium Sulphide
Sodium Sulpho Succinated-
Undecylenic Monoaikylolamide
Soft Soap
Strong Lead Subacetate 3.0 per cent

Solution BPC
Strontium Chloride Hexahydrate
Sulphated Castor Oil

Sulpho Succinate of Lauryl
Polyglycol Ether

Sulphurated Potash
Tar Oil

Tar Oil Rectified
Térpinolene

Thurfyl Salicylate
Titanium Peroxide
Titanium Salicylate
Titanium Tannate
Tolnafiate
Trichlorocarbanilide

Trichlorofluoromethane
{Propellent 11)

Triclosan

Triethanolamine

Triethanolamine Lauryl
Sulphate

Triethanolamine Oleate
Triethanolamine Ricinoleate
Triethanolamine Stearate

Triisopropyl Phenoxy-
decacthoxyethanol

(1) 10.0 per cent
(2) 2.0 per cent

(1) Liquids

(2) Creams and ointments



TABLE B (Continued)

EXTERNAL USg ONLY

Sch. 2

Column 1

Column 2

Column 3

Substance

Maximum
strength

Use, pharmaceutical
form or route of
administration

Turpentine
Turpentine Oil
Undecenoic Acid

Urea

Urea Peroxide
Vanillylnonanamide
Venice Turpentine (Synthetic)
White Spirit

Wool Alcohols

Wool Fat

Zinc Caprylate

Zinc Chloride

Zinc Oleate

Zinc Oleostearate

Zinc Phenolsulphonate
Zinc Pyrithione

Zinc Stearate

Zinc Undecenoate

0.1 per cent

2.0 per cent

Shampoos




SCHEDULE 3 Article 2(a) and (b)
CLASSES OF MEDICINAL PRODUCTS WHICH ARE NOT ON THE GENERAL SALE LIST

Those classes of medicinal products promoted, recommended or marketed—
(a) for use as anthelmintics,
(b) for parenteral administration,
(c) for use as eye drops, or
(d) for use as eye ointments.

~EXPLANATORY NOTE
(This Note is not part of the Order.)

This order re-enacts, with amendments, the provisions of the Medicines
(General Sale List) Order 1980 and its amending instrument, which are
revoked. The order specifies classes of medicinal products which can with
reasonable safety be sold or supplied otherwise than by or under the
supervision of a pharmacist (the general sale list) and classes of products which
can with reasonable safety be sold by means of automatic machines (the
automatic machines section of the general sale list); such classes of medicinal
products, however, remain subject to provisions of the Medicines Act 1968
relating to such matters as licensing, labelling, packaging and promotion.

The changes of substance made by this order are—

(1) medicinal products, the classes of which are specified, no longer include
products which are veterinary drugs within the meaning given in section 132(1)
of that Act (such products are now included in the Medicines (Veterinary
Drugs) (General Sale List) Order 1984 (S.1. 1984/768));

(2) whereas certain medicinal products were previously specified by name
and product licence number for the purposes of the general sale list, all classes
of medicinal products are specified in this order by reference to the composition
of such products;

. (3) the automatic machines section of the general sale list is extended to
include all medicinal products on the general sale list. .

Amendments or additions to Schedule 2 to this order (which replaces Schedule
3 to the 1980 order now revoked) are indicated by the use of bold type. There
are also various consequential and minor changes.
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