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PHARMACY AND POISONS RULES
[L.N. 186/1957, L.N. 443/1957, L.N. 332/1958, L.N. 426/1958, L.N. 498/1958, L.N. 550/1959,
L.N. 114/1960, L.N. 587/1961, L.N. 242/1963, L.N. 631/1963, L.N. 92/1964, L.N. 365/1964,

L.N. 115/1968, L.N. 125/1969, L.N. 248/1969, L.N. 41/1971, L.N. 120/1984, Corr. No. 52/1984,
L.N. 51/1985, L.N. 61/2002, L.N. 91/2004, L.N. 191/2010.]

1.  Citation

These Rules may be cited as the Pharmacy and Poisons Rules.

2.  Interpretation

(1)  In these Rules, unless the context otherwise requires—
“animal” includes bird;
“antimonial poisons” means chlorides of antimony, oxides of antimony, sulphides

of antimony, antimonates, antimonites, and organic compounds of antimony;
“arsenical poisons” means halides of arsenic, oxides of arsenic, sulphides of

arsenic, arsenates, arsenites, copper acetoarsenites, sodium thioarsenates, and organic
compounds of arsenic;

“British Pharmaceutical Codex”, “British Pharmacopoeia” and “British
Veterinary Codex” include supplements;

“food” includes drink;
“medicine for the internal treatment of ailments” includes any medicine to be

administered by parenteral injection but does not include any mouth-wash, eye drops,
eye lotion, ear drops, douche or similar article;

“poison” means a poison included in Part I or Part II of the Poisons List as the case
may be;

“Poisons List” means the Poisons List for which provision is made in section 25
of the Act;

“sell” includes an agreement to sell and an offer to sell or any other act whatsoever
by which willingness to enter into any transaction of sale is expressed, and an offer to
sell includes the exposing of goods for sale.

(2)  A reference to the percentage of a poison contained in a substance shall, unless
otherwise expressly provided, be construed so that a reference to a substance containing
1 per cent of a poison means—

(a) in the case of a solid, that one gramme of the poison is contained in every
hundred millilitres of the substance or preparation;

(b) in the case of a liquid, that one millilitre of the poison, or, if the poison itself
is a solid, one gramme of the poison, is contained in every hundred millilitres
of the substance or preparation,

and so in proportion for any greater or lesser percentage.

(3)  For the purposes of these Rules—
(a) a poison shall not be taken to be sold, issued or supplied otherwise than

in accordance with a prescription or other order by reason only that the
prescription or order specifies a quantity of the poison in terms of the imperial
system and the quantity sold, issued or supplied is the equivalent of that
amount in the metric system, or by reason only that the prescription or
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order specifies a quantity of the poison in terms of the metric system and
the quantity sold, issued or supplied is the equivalent of that amount in the
imperial system; and

(b) the quantity of a poison in the imperial system which is the equivalent of a
particular quantity in the metric system, and the quantity of a poison in the
metric system which is the equivalent of a similar quantity in the imperial
system, shall be deemed to be that set out as such in the Tables of Equivalents
contained in the British Pharmacopoeia, the British Pharmaceutical Codex or
the British Veterinary Codex.

3.  Importation of drugs and Part I poison

(1)  Any person, other than a person issued with an import licence in form 17 set out in
Schedule VIII, who imports any drug or Part I poison from any place outside Kenya shall
be guilty of an offence.

(2)  The Board may issue an import licence authorizing the importation of any drug
cosmetics, herbals, medical devices, technologies upon payment of two per cent Freight on
Board value or Part I poison to the following persons—

(a) an authorized seller of poisons;
(b) persons licensed under the provisions of sections 27 and 28 of the Act, in

accordance with the terms of such licence;
(c) the Government or a local authority and its institutions for public purposes;
(d) a person requiring to import poisons for industrial purposes;
(e) any bona fide tourist or visitor having in his possession, on his arrival in Kenya,

any drug or poison for the medical treatment or any other lawful use by himself
or any other member of his party;

(f) any duly qualified medical practitioner, dentist or veterinary surgeon who
satisfies the Board that he is urgently in need of a drug or poison which he
is unable to obtain in Kenya;

(g) a hospital at and of which a medical practitioner registered under the Medical
Practitioners and Dentists Act (Cap. 253), is resident and in direct control.

(3)  A person requiring to import Part I poison under the provisions of paragraph (2)(d)
shall indicate in his application for an import licence the purpose for which the poison is
required and, if the importer is not the person who will use the poison, the name or names
of the person or persons to whom the poison will be sold.

(4)  The Board may, without assigning any reason therefor, refuse an application for a
licence to import any drug or Part I poison; and any person aggrieved by the decision of the
Board may appeal to the Minister whose decision shall be final.

(5)  A person issued with an import licence under these Rules shall comply with the rules
and regulations of the Central Bank of Kenya which may be in force from time to time.

(6)  A person, issued with an import licence under these Rules who imports any drug or
Part I poison from any place outside Kenya shall keep a full, accurate and separate record
of such importation.

(7)  A person referred to in paragraph (2) and a licensed seller of Part II poison shall not
import Part II poison without an import licence issued under these Rules.

[Corr. No. 52/1984, L.N. 120/1984, L.N. 191/2010, r. 3.]
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3A.  Restriction on the importation or manufacture of specified drugs

(1)  No person, shall, without the approval of the Registrar, in writing import or
manufacture any of the following drugs—

(a) amphetamine;
(b) amoberbital;
(c) amferpramone;
(d) barbital;
(e) dexamphetamnie;
(f) cyclovarbital;
(g) ethinamate;
(h) lysergide, or its salts;
(i) glutethimide;
(j) methamphetamine;
(k) methyphenidate;
(l) meprobamate;
(m) methaqualone, or its salts;
(n) methylphenobarbital;
(o) methylprylon;
(p) psilocin;
(q) psilocybine;
(r) phencyclidine;
(s) phenmetrazine;
(t) phenobarbital;
(u) pentobarbital;
(v) pipradrol;
(w) secobarbital;
(y) medroxyprogeshrone and its salt; and
(z) foreign traditional medicine of any description.

(2)  A person who contravenes paragraph (1) shall be guilty of an offence.
[L.N. 125/1969, L.N. 191/2010, r. 2.]

4.  Exportation of drugs and poisons

(1)  A person, other than a person, issued with an export licence in form 23 set out in
Schedule VIII, who exports any drug or poison to a destination outside Kenya shall be guilty
of an offence.

(2)  The Board may issue an export licence authorizing the exportation of any drug or
poison to an authorized seller of poisons or other person licensed to deal in poisons under
section 27 or section 28 of the Act.

(3)  The Board may, without assigning any reason therefor, reject an application for a
licence to export drugs or poisons to any destination outside Kenya; and a person who is
aggrieved by the decision of the Board may appeal to the Minister whose decision shall be
final.

(4)  A person issued with an export licence under these Rules shall comply with the rules
and regulations of the Central Bank of Kenya which are in force from time to time.



[Rev. 2012]

[Issue 1] P15 - 52

(5)  Every authorized seller of poison and any other person licensed to deal in poisons
under section 27 or section 28 of the Act who exports any drugs or poisons to a destination
outside Kenya shall—

(a) keep a full and accurate record of those exports; and
(b) if the drug or poison is sent by post, send the export by registered or parcel

post; and
(c) comply with the requirement of rule 15 relating to the transportation of

poisons.

(6)  A person who fails to comply with the provisions of paragraph (5) shall be guilty of
an offence.

5.  Exemptions

(1)  A person who imports a Part I poison for industrial purposes in accordance with the
provision of rule 3 may, notwithstanding the provisions of section 26 of the Act—

(a) lawfully possess the Part I poison in the quantity authorised to be imported;
(b) sell the poison so imported to the person named in the application as the

purchaser, and the purchaser may, notwithstanding the provisions of section
26 of the Act, lawfully possess the poison.

(2)  An authorised seller of poisons shall not be required to comply with the provisions
of section 29(2) and section 30 of the Act in the case of—

(a) substances specified in Schedule I if the sale is effected by, or under the
supervision of, a registered pharmacist; and

(b) machine-spread plaster;
(c) surgical dressings;
(d) articles containing barium carbonate and prepared for the destruction of rats

and mice;
(e) corn paints in which the only poison is a poison included in the Poisons List

under the heading of “Cannabis”.

(3)  Nothing in Part III of the Act or in these Rules shall apply to—
(a) an article in Group I of Schedule II;
(b) a poison specified in the first column of Group II of Schedule II to these Rules

if contained in or in the form of any of the articles or substances specified in
the second column.

(4)  The requirements of subrule (c) of section 34(1) of the Act shall not apply to any
substance specified in Schedule III.

6.  Poisons to be supplied only upon prescription

(1)  Subject to subrule (2), no person shall sell by retail a Part I poison specified in
Schedule IV except on and in accordance with a prescription given by a duly qualified
medical practitioner, dentist or veterinary surgeon in the form provided by this rule.

(2)  Where an authorised seller of poisons has reasonable cause to believe that a
person ordering a Part I poison is a duly qualified medical practitioner, dentist or veterinary
surgeon and who is by reason of some emergency unable to furnish such a prescription
immediately, he may, notwithstanding that no such prescription has been given, if the person
undertakes to furnish him with such a prescription within the twenty-four hours next following,
deliver the poison ordered in accordance with the directions of the person, so, however,
that notwithstanding anything in the directions, the supply shall not be repeated unless the
prescription has been given.
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(3)  A person by whom any such undertaking has been given who fails to deliver to the
seller a prescription in accordance with the undertaking, or who, for the purpose of obtaining
delivery of a poison under subrule (2), makes a statement which is to his knowledge false,
shall be guilty of an offence.

(4)  The provisions of this rule shall not apply to—
(a) a sale referred to in section 29(1) of the Act;
(b) the sale by an authorised seller of poisons of a substance specified in Group

II of Schedule IV to a farmer or other person concerned with the welfare of
animals as a regular part of the exercise of his trade, business or profession
who is in possession of a permit issued by a duly qualified veterinary surgeon;

(c) the sale of strychnine, in quantities not exceeding four ounces at any one time
to persons authorised by the District Commissioner to obtain this substance
for the purposes of poisoning vermin.

(5)  For the purposes of this rule a prescription shall—
(a) be in writing and be signed by the person giving it with his usual signature

and be dated by him;
(b) specify the address of the person giving it;
(c) specify the name and address of the person for whose treatment it is given

or, if the prescription is given by a veterinary surgeon, of the person to whom
the medicine is to be delivered;

(d) have written thereon, if given by a dentist, the words “for dental treatment only”
or, if given by a veterinary surgeon, the words “for animal treatment only”;

(e) specify the total amount of the medicine to be supplied and, except in the
case of a preparation which is to be used for external treatment only, the dose
to be taken.

(6)  The person dispensing the prescription shall comply with the following requirements
—

(a) the prescription shall not be dispensed more than once unless the prescriber
has directed thereon either that it may be dispensed a stated number of times
or that it may be dispensed at stated intervals;

(b) if the prescription contains a direction that it may be dispensed a stated
number of times or at stated intervals it shall not be dispensed otherwise than
in accordance with the direction;

(c) a prescription which contains a direction that it may be dispensed a stated
number of times but no direction as to the intervals at which it may be
dispensed shall not be dispensed more often than once in three days, and
a prescription which contains a direction that it is to be dispensed at stated
intervals but no direction as to the number of times that it may be dispensed
shall not be dispensed more often than three times;

(d) at the time of dispensing or, where a poison has been delivered in accordance
with subrule (2), on the subsequent receipt of the prescription there shall be
noted on the prescription above the signature of the prescriber the name and
address of the seller and the date on which the prescription was dispensed;

(e) except in the case of a prescription which may be dispensed again, the
prescription shall, for a period of two years, be retained and kept on the
premises on which it was dispensed so as to be readily available for
inspection.
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(7)  For the purposes of subrule (4)(b) a permit—
(a) shall be in the form set out in Schedule IX; and
(b) shall be produced on every occasion when supplies are required; and
(c) on every occasion the supplier shall endorse the permit with his name and

address and the date.

(8)  A person who fails to comply with the provisions of subrule (6) shall be guilty of an
offence.

7.  Restriction of sales by licensed sellers of Part II poisons

(1)  No person may, by virtue of being a licensed seller of Part II poisons, sell or offer for
sale a poison otherwise than in accordance with the provisions of his licence.

(2)  A licensed seller of Part II poisons shall not sell a poison, other than ammonia,
hydrochloric acid, nitric acid, potassium quadroxalate and sulphuric acid, except in a closed
container as closed by the manufacturer or other person from whom the poison was
obtained.

(3)  A person who fails to comply with the provisions of subrule (2) shall be guilty of an
offence.

8.  Restriction of sales by person licensed to deal in poisons for mining, agricultural
or horticultural purposes

(1)  No person may, by virtue of being licensed to deal in poisons for mining, agricultural
or horticultural purposes, sell or offer for sale a poison otherwise than in accordance with
the provisions of his licence.

(2)  A person licensed to deal in poisons for mining, agricultural and horticultural
purposes shall not sell—

(a) a poison, other than ammonia, hydrochloric acid, nitric acid, potassium
quadroxalate and sulphuric acid, except in a closed container as closed by
the manufacturer or other person from whom the poison was obtained;

(b) a Part I poison unless—
(i) the purchaser thereof is a person engaged in the trade, business or

profession of mining, agriculture or horticulture and requires the poison
for the purposes of his trade, business or profession; and

(ii) the sale is made by one of the persons named in the application for
the licence to sell the poisons; and

(iii) the poison, if it be one of the substances referred to in Schedule V,
shall, in addition to any other requirements of the Act and these Rules,
be labelled in the manner described in that Schedule; and

(iv) the requirements of section 30 of the Act are complied with.

(3)  A person who fails to comply with the provisions of subrule (2) shall be guilty of an
offence.

9.  Labelling of containers

(1)  A container of poison required to be labelled in accordance with section 34 of the Act
shall be labelled clearly and distinctly in the English language with the required particulars
and in the following manner—

(a) the name of the poison shall be the term by which the poison is specified in
the Poisons List:
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Provided that—
(i) where the term describes a group of poisons and not the poison

specifically, the name of the poison shall be—
(A) if the poison is the subject of a monograph in either the British Pharmacopoeia or

the British Pharmaceutical Codex or the British Veterinary Codex one or other of the
names, synonyms or abbreviated names set out at the head of the monograph; and

(B) in any other case, the accepted scientific name or name descriptive of the true nature
and origin of the poison, and in such cases the appropriate name of the poison shall
be written in English or in Latin;

(ii) in the case of a preparation in the British Pharmacopoeia or the
British Pharmaceutical Codex or the British Veterinary Codex or a
dilution or admixture of such a preparation, or a surgical dressing for
which a standard is described in the British Pharmaceutical Codex it
shall be sufficient to state the name, synonym or abbreviated name
used to describe the preparation or surgical dressing in the British
Pharmacopoeia or the British Pharmaceutical Codex or the British
Veterinary Codex with the addition of the letters B.P. or B.P.C or
B.Vet.C., as the case may be;

(b) the particulars as to the proportion which a poison contained in a preparation
bears to the total ingredients shall be expressed as the percentage which the
poison bears to the total ingredients:

Provided that—
(i) in the case of a preparation containing a poison specified in the first

column of Schedule VI, it shall be sufficient to state on the label the
particulars specified in the second column of that Schedule against
the description of the poison;

(ii) in the case of a preparation or surgical dressing which is named
in accordance with the provisions of proviso (ii) to subrule (1)(a), it
shall not be necessary to state on the label the proportion of the
poison contained in the preparation, and in the case of any dilution
or admixture of such a preparation, it shall be sufficient to state the
proportion which the preparation bears to the total ingredients of the
dilution or admixture;

(iii) where the poison is in tablets, pills, cachets, capsules, lozenges or
similar articles, or in ampoules, it shall be sufficient to state on the
container thereof the number of the articles, and the amount of the
poison or the amount of the preparation contained in each tablet, pill,
catchet, capsule, lozenge or other similar article;

(c) the word “Poison” or the alternative indication of character specified in rule
10, as the case may be, shall—
(i) in the case of a poison not specified in Schedule I or in Group B

of Part II of the Poisons List, either be printed in red letters on a
contrasting background or in letters of some other colour set against
a red background;

(ii) in all cases be easily legible and either on a separate label or
surrounded by a line within which there must be no other words.

(2)  Where a proportion is stated as a percentage, the statement shall indicate whether
the percentage is calculated on the basis of weight in weight, weight in volume or volume
in volume.
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(3)  Directions for the use of a poison shall be given in the English language, in addition
to any other language.

(4)  Where poison is contained in an ampoule, cachet or other similar article the box
or receptacle containing the ampoules, catchets or other articles only need be labelled in
pursuance of the provisions of section 34 of the Act and these Rules.

(5)  Where the container of a poison or the container of an ampoule, cachet or other
similar article is labelled in accordance with the provisions of the Act and these Rules, an
outer cover or wrapper to that container used only for the purpose of delivery or transport
need not be similarly labelled if it complies with the provisions of rule 15.

(6)  A person who sells a poison not labelled in accordance with the provisions of these
Rules shall be guilty of an offence.

10.  Indication of character of poison

(1)  A poison specified in Schedule V shall be labelled with the words and in the manner
specified in that behalf in Schedule V.

(2)  The words specified in Schedule V shall not be modified in meaning by the addition
of other words or marks and shall—

(a) in the case of a poison not specified in Schedule I or in Group B of Part II of
the Poisons List, be printed in red letters on a contrasting background or in
some other colour on a red background;

(b) in all cases be easily legible on a separate label or surrounded by a line within
which there must be no other words.

11.  Directions as to use

(1)  No person shall sell liquid poison in bottles of more than 120 fluid ounces capacity
unless the bottle is labelled with the words “NOT TO BE TAKEN”.

(2)  No person shall sell embrocation, liniment, lotion, liquid or antiseptic, or other liquid
medicine for external application, which contains poison, unless the container is labelled
with the name of the article and the words “FOR EXTERNAL USE ONLY”.

(3)  No person shall sell hydrocyanic acid or cyanide unless the container is labelled with
the words “WARNING. This container holds a poisonous substance and should be opened
and used by persons having expert knowledge of the precautions to be taken in its use.”

(4)  A person who fails to comply with any provision of this rule shall be guilty of an
offence.

12.  Containers for poisons

(1)  No person shall keep, sell or consign for transport a poison unless—
(a) it is contained in a container impervious to the poison and sufficiently strong to

prevent leakage arising from the ordinary risks of handling and transport; and
(b) in the case of a liquid contained in a bottle of capacity of not more than 120

fluid ounces, not being a medicine made up ready for the internal treatment
of human ailments, the outer surface of the bottle is fluted vertically with ribs
or grooves recognisable by touch.

(2)  The provisions of subrule (1)(b) shall not apply to the sale or the keeping of poisons
for the purposes of education, research or analysis by a person or institution concerned with
scientific education, research or chemical analysis.
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13.  Safe custody of poisons

(1)  No person engaged in a trade, business or profession shall knowingly have in his
possession or under his control a poison, unless the following conditions are complied with
at all times when the poison is not in actual use—

(a) the poison shall be kept under lock and key—
(i) in a separate room or compartment specially reserved for keeping

poisons and partitioned off from the rest of the premises; or
(ii) in a cupboard, box or other receptacle specially reserved for keeping

poisons, clearly marked with the words “Poisons Only”, and kept in a
place apart from anything containing food or drink;

(b) the poison shall be kept in a place ordinarily accessible only to persons
lawfully having access thereto;

(c) the key of the room, compartment, cupboard, box or other receptacle in which
poisons are kept shall be retained under the control of the person in charge
of the poison.

(2)  The provisions of subrule (1) of this rule shall not apply to the possession of—
(a) a substance specified in Schedule I;
(b) a substance specified in Group B of Part II of the Poisons List;
(c) medicines prescribed for the personal use of the person having possession

or control thereof.

(3)  A person in possession of a container or other receptacle which has been used for
containing a poison and which is no longer required for that purpose shall by destruction or
other means render that container or receptacle innocuous.

(4)  Poisons for the treatment of human ailments shall be kept entirely separate from
other poisons.

(5)  A person who fails to comply with any provisions of this rule shall be guilty of an
offence.

13A.  Pharmaceutical representative’s permit

(1)  A representative of a person engaged in the sale and supply of pharmaceuticals
containing a poison may, in the course of business, give free samples of such products to
persons who may lawfully possess Part I poisons if he—

(a) is in possession of a permit issued by the Board in that behalf; and
(b) enters the following particulars, at the time of issue, in a book used regularly

for the purpose—
(i) the date on which the poison was issued;
(ii) the name and quantity of the poison given; and
(iii) the name and address and signature of the person to whom the poison

was given.

(2)  Every application for a permit under paragraph (1) of this rule shall be made to the
Board in form 18 in Schedule VIII and shall be accompanied by a fee of twenty-five shillings
in respect of the issue of the permit.

(3)  Every permit under paragraph (1) of this rule—
(a) shall be in form 19 in Schedule VIII to these Rules;
(b) shall expire on the 31st December of the year of issue or on the earlier

termination of the employment by the person concerned of the person in
respect of whom the permit is issued.

[L.N. 41/1971.]
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14.  Special provisions with respect to hospitals

(1)  All poisons not in actual use in any hospital, infirmary, dispensary, clinic, nursing
home or other similar institution at which human ailments are treated shall be kept under
the control of the person in charge of the institution or some fit and proper person specially
detailed for that purpose and shall only be issued for use as required.

(2)  In any such institution, at which medicines are dispensed in a dispensing or
pharmaceutical department in charge of a person appointed for that purpose, no medicine
containing a poison shall, except in a case of emergency, be supplied from that department
for use in the wards, operating theatres or other sections of the institution except upon a
written order signed by a duly qualified medical or dental practitioner or by a sister or nurse
in charge of a ward, theatre or other section of the institution; and the person supplying the
medicine shall label the container with the words describing its contents and, in the case of
medicines containing poisons other than poisons specified in Schedule I to these Rules or
in Group B of Part II of the Poisons List, in addition thereto, an indication that the poison is
to be stored in a cupboard reserved solely for the storage of poisons.

(3)  Any poison, other than a poison specified in Schedule I or in Group B of Part II of
the Poisons List, issued for use in any ward, theatre or other section of the institution shall,
at all times when not actually in use, be stored in a cupboard reserved solely for the storage
of poisons.

(4)  The person in charge of the institution shall, not less than once in every three months,
carry out, or arrange and be responsible for the carrying out by a medical practitioner, a
pharmacist or some other person appointed for the purpose by the person in charge, of an
inspection of—

(i) all stores, cupboards and other places where poisons are kept in the
institution;

(ii) the methods by which poisons are issued, dispensed and used in the
institution; and

(iii) all books and other records whatsoever kept in the institution for the purpose
of recording the purchase, issue and use of poisons.

(5)  The person carrying out the inspection shall submit copies of his report in form 20
in Schedule VIII to these Rules—

(i) to the person in charge of the institution, if that person has not himself carried
out the inspection; and

(ii) to the registrar.

(6)  A person who fails to comply with any provision of this rule shall be guilty of an
offence.

[L.N. 41/1971.]

15.  Transport of poisons

(1)  No person shall consign for transport a poison specified in Schedule VII unless
the outside of the package is labelled conspicuously with the name or description of the
poison and a notice indicating that it is to be kept separate from food and from empty food
containers.

(2)  No person shall knowingly transport a poison specified in Schedule VII in a vehicle in
which food is being transported unless the food is carried in a part of the vehicle effectively
separated from that containing the poison, or is otherwise adequately protected from the
risk of contamination.

(3)  A person who fails to comply with any provision of this rule shall be guilty of an
offence.
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16.  Manufacture of drugs

(1)  No person shall manufacture for sale any drug which is or may be used for the
treatment of any human or animal ailment unless he is in possession of a licence for that
purpose issued by the Board.

(2)  Every application for a licence under paragraph (1) of this rule shall be made to the
Board in Form 21 in Schedule VIII to these Rules and shall be accompanied by a fee of
one hundred shillings in respect of the issue of the licence, which shall be refundable if the
licence is not granted.

(3)  Upon an application for a licence under this rule, the Board may, in its absolute
discretion, refuse to grant the licence, or may grant the licence either unconditionally or
subject to conditions as it may think fit.

(4)  A licence under this rule shall be in Form 22 in Schedule VIII to these Rules.

(5)  In an establishment in which drugs are manufactured, whether for sale or otherwise,
for the purpose of the treatment of any human or animal ailment, such manufacture shall be
carried out by, or under the supervision of—

(a) a registered pharmacist; or
(b) a person having a Fellowship or Associateship of the Royal Institute of

Chemistry or an equivalent qualification recognized by the Board.

(6)  The Board may, by notice in the Gazette, exempt any establishment or class of
establishment from any or all of the provisions of this rule.

(7)  A person who contravenes any of the provisions of this rule, or who fails to comply
with any condition of a licence issued thereunder, shall be guilty of an offence.

[L.N. 41/1971.]

17.  Restriction on sale of mepacrine and bisulphate tablets

(1)  A person who sells mepacrine tablets containing less than 95.0 per cent or more
than 105.0 per cent of 100 milligrams of Mepacrine Hydrochloride as described in the British
Pharmacopoeia shall be guilty of an offence and liable to a fine not exceeding five hundred
shillings or to imprisonment for a term not exceeding one month or to both, and in addition
to any penalty imposed under these Rules the Court may order any article in respect of
which the offence has been committed or which has been used for the commission of the
offence to be forfeited.

(2)  A person who sells quinine bisulphate tablets containing less than 95.0 per cent
or more than 105.0 per cent of 5 grains of Quinine Bisulphate as described in the British
Pharmacopoeia and containing any colouring matter shall be guilty of an offence and liable to
a fine not exceeding five hundred shillings and to imprisonment for a term not exceeding one
month or to both such fine and such imprisonment , and in addition to any penalty imposed
under these Rules the court may order any article in respect of which such offence has been
committed or which has been used for the commission of the offence to be forfeited.

18.  The Poisons Book

(1)  The Poisons Book shall be in the form set out in Schedule VIII.

(2)  In the case of a person licensed under the provisions of section 27 of the Act as a
wholesale dealer in poisons or an authorised seller of poisons having a wholesale section
distinct and separate from any retail shop in which complete and detailed records of the
receipts and disposals of all poisons are regularly maintained, the Board may, upon such
conditions as it may deem fit to impose, relieve that person of the necessity to record sales
by way of wholesale in the Poisons Book.
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19.  Fees

The following fees shall be paid in connection with matters arising under the Act—

20.  Forms

The forms to be used under the Act and these Rules shall be those set out in Schedule
VIII.

21.  Preservation of books

All books and other prescribed records for the purposes of Part III of the Act shall be
preserved on the premises on which the sales recorded therein were made for a period of
two years from the date on which the last entry was made therein.
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SCHEDULE I
[Rule 5.]

SUBSTANCES EXEMPTED FROM THE PROVISIONS OF
SECTION 29(2) AND SECTION 30(1)(A) AND (B) OF THE ACT

GROUP I

A substance containing any of the poisons specified in the first column below if the poison
content is less than the percentage specified in the second column.
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SCHEDULE I—continued

GROUP II

Antibiotics, the following—

Bacitracin

Gramicidin

Neomycin
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Polymyxins

when incorporated in a base for treatment of the skin.

Chloramphenicol

when incorporated in a special base for the treatment of the feet of animals.

Anti-histamine substances, the following; their salts; their molecular compounds—

Antazoline.

Bromodiphenhydramine.

Buclizine.

Carbinoxamine.

Chlorcyclizine.

Chlorpheniramine.

Cinnarizine.

Clemizole.

Cyclizine.

Cyproheptadine.

3-Di- n-butylaminomethyl-4, 5, 6-trihydroxypthalide.

Diphenhydramine.

Diphenylpyraline.

Doxylamine.

Isothipendyl.

Mebhydrolin.

Meclozine.

Phenindamine.

Pheniramine.

Phenyltoloxamine.

Promethazine.

Pyrrobutamine.

Thenalidine.

Tolpropamine.

Triprolidine.

Substances being tetra-substituted N derivatives of ethylenediamine or
propylenediamine.
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SCHEDULE II
[Rule 5.]

[L.N. 92/1964, L.N. 125/1969.]

ARTICLES EXEMPTED FROM PART III OF THE ACT AND THESE RULES

GROUP I

Adhesives, anti-fouling compositions; builders’ materials; ceramics; distempers;
electrical valves; enamels; explosives; fillers; fireworks; fluorescent lamps; glazes; glue;
inks; lacquer solvents; loading materials; matches; medicated soaps; motor fuels and
lubricants; paints other than pharmaceutical paints; photographic paper; pigment;: plastics;
propellants; rubber; varnishes; tyrothricin, framycetin.

GROUP II



[Rev. 2012]

P15 - 65 [Issue 1]



[Rev. 2012]

[Issue 1] P15 - 66



[Rev. 2012]

P15 - 67 [Issue 1]

SCHEDULE III
[Rule 5.]

[L.N. 248/1969.]

SUBSTANCES EXEMPT FROM CERTAIN LABELLING REQUIREMENTS
1. Antibiotics.
2. Hormones; natural and synthetic; any preparations, admixture, extract or

other substance containing any proportion of any substance having the action
of any hormone.

3. Isoniazid; its salts, derivatives of isoniazid; their salts.
4. Para-amino-salicylic acid; its salts; any preparation of para-amino-salicylic

acid; its salts.
5. Sulphones; their salts; their derivatives.
6. Thiacetazone; its salts; its derivatives.
7. Drugs as defined in the Pharmacy and Poisons (Control of Drugs) Rules,

1969, which are not specifically named in the Schedule to the Poisons List
Confirmation Order.

SCHEDULE IV

GROUP I
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GROUP II

SUBSTANCES TO WHICH RULE 6(3)(B) APPLIES
1. Antibiotics.
2. Arsenic, organic compounds of, for injection.
3. 4:4?-diamidino-diazoaminobenzene; its salts.
4. Phenanthridinium and its derivatives.
5. Para-aminobenzenesulphonamide; its salts; derivatives of para-

aminobenzene-sulphonamide having any of the hydrogen atoms of the para-
substituted group or any of the sulphonamide group substituted by another
radical; their salts.

6. Quinapyramine; its salts.

SCHEDULE V
[Rules 8 and 10.]

INDICATION OF CHARACTER OF POISON

1.  To be labelled with the words “Caution. It is dangerous to take this preparation except
under medical supervision”—

Medicines made up ready for the internal treatment of human ailments if the
poison is one of the following—

Beta-aminopropylbenzene; its salts; its N-alkyl derivatives; their salts.
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SCHEDULE Vcontinued

Beta-aminoisopropylbenzene; its salts; its N-alkyl derivatives; their
salts.

Insulin.Phenylethylhydantoin; its salts; its acyl derivatives; their salts.

Pituitary gland, the active principles of.

Thyroid gland, the active principles of; their salts.

2.  To be labelled with the words “Caution. It is dangerous to exceed the stated dose”—

Medicines (other than medicines mentioned in paragraph 1 of this Schedule)
made up ready for the internal treatment of human ailments except in the case
of a substance included in the First Schedule.

3.  To be labelled with the words “Poison. For animal treatment only”—

Medicines made up ready for the treatment of animals.

4.  To be labelled with the words “Caution. This preparation may cause serious
inflammation of the skin in certain persons and should be used only in accordance with
expert advice”—

Preparations for the dyeing of hair containing phenylene diamines, toluene
diamines or other alkylated-benzene diamines or their salts.

5.  To be labelled with the words “Caution. This substance is caustic”—

Potassium hydroxide, sodium hydroxide, and articles containing either of
those substances.

6.  To be labelled with the words “Caution. This substance is poisonous. The inhalation
of its vapour, mist, spray or dust may have harmful consequences. It may also be dangerous
to let it come into contact with the skin or clothing”—

Dinitrocresols (DNC), their compounds with a metal or a base, except
preparations for the treatment of human ailments and except winter washes
containing not more than the equivalent of five per cent of dinitrocresols.

Dinosam, its compounds with a metal or a base.

Dinoseb, its compounds with a metal or a base.

Fluoroacetamide; Fluoroacetanilide.

Phosphorus compounds, the following—

Diethyl thiophosphate of ethyl-mercapto-ethanol, dimefox, ethyl-para-
nitrophenyl-benzene thiophosphonate, hexaethyl tetraphosphate
(HETP), 4-methyl hydroxy-coumarin-diethyl thiophosphate, mipafox,
parintrophenyl-diethyl phosphate, parathion, schradan, tetraethyl
pyrophosphate (TEPP), triphosphoric pentadimethylamide, di-
isopropyl fluorophenate, demeton, mazidox, methyl demeton,
sulphotepp, amiton, demeton-O, demeton-S, demeton-O-methyl,
demeton-S-methyl, diethyl 4-methyl-7-coumarinyl phosphorothionate,
diethyl p-nitrophenyl phosphate, ethyl p-nitrophenyl phenyl-
phosphonothionate.

7.  To be labelled with the words “Caution. This preparation should be administered
only under medical supervision. The vapour is dangerous”—medicines made up ready
for the internal or external treatment of human ailments and containing di-isopropyl
fluorophosphonate.

8.  To be labelled with the words “Caution. This may cause drowsiness”—
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Anti-histamine substances, the following; their salts; their molecular
compounds—
Antazoline.
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SCHEDULE Vcontinued
Bromodiphenhydramine.Buclizine.Chlorcyclizine.(p -Chlorophenylpyrid-2-ylmethyl) 2-dimethylaminoethyl ether 1-(4-p-

Chlorophenyl-3-phenyl-but-2-enyl)-pyrrolidine.
Chlorpheniramine.Clemizole.Cyclizine.3 -Di-n-butylaminomethyl-4:5:6-trihydroxyphthalide.
1 -Dimethylamino-3-phenyl-3-(2-pyridyl)-propane.
Diphenhydramine.Diphenylpyraline.Doxylamine.Isothipendyl.Mebhydrolin.Meclozine.Phenindamine.Promethazine.Thenalidine.Triprolidine.Substances being tetra-substituted N derivatives of ethylenediamine

or propylenediamine.

SCHEDULE VI
[Rule 9(1)(b).]

STATEMENT OF PARTICULARS PERMITTED IN
CERTAIN CASES AS TO PROPORTION OF POISON
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SCHEDULE VII
[Rule 15.]

POISONS REQUIRED TO BE SPECIALLY LABELLED FOR TRANSPORT

SCHEDULE VIII
[L.N. 365/1964, L.N. 41/1971, r. 20, L.N. 61/2002, s. 2, L.N. 91/2004, s. 2.]

FORMS
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SCHEDULE IX
[Rule 6.]

PERMIT AUTHORISING FARMERS AND OTHER PERSONS TO BE IN POSSESSION
OF SUBSTANCES SPECIFIED IN GROUP II OF SCHEDULE IV TO THE RULES


