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23 —Deception and falsification.
24 —Standards of medicines.

25 —Prohibition against sale of medicines not of nature,
substance or quality demanded.

26—Preparation of medicine under conditions not
meeting prescribed standards.

27 —Factors relevant to determination of application for
a product licensee. '

28 —Medicines Register.

29—Registration of medicines and medical devices.

30— Amendment of entries in register.

31—Transfer of certificate of registration.

32—Cancellation of registration. /

33—Notification of registration or cancellation of :
registration in the Gazette '

34—Measures to ensure supply of more affordable I
medicines

35—Generic substitution

36— Herbal medicines !
PART V=SCHEDULED SUBSTANCES ||

37— Preparation of lists of scheduled substances.

38 —Possession of Scheduled Substances.

39 —Wholesale Dealer’s Licence.

40—Licenses to deal in Scheduled substances for
mining, agricultural or horticultural purposes.

41 —Power to sell Scheduled Substances.
42 —Scheduled Substances Book.

43—Supply and dispensing of Scheduled Substances
with therapeutic value by doctors, hospitals, etc.

44— labelling of containers.
45— Automatic machines.

46 —Electronic sale of medicines.
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68 —Defences on charge concerning labelling.
69—Proceedings on charge concerning labelling.

70—Appeal from proceedings on charge concerning
labelling.

PART XIII-ADMINISTRATION AND
ENFORCEMENT

71—Power to prohibit or control certain medicines or
medical devices. '

72— Authorise sale or supply of unregistered medicine
or medical device.

73—Retention and disposal of goods seized.

74— Authority to be supplied with information.
75—Inspection of licenses and books.
76—Obstruction of Regulatory Officers.

77— Vicarious criminal responsibility.

78 —Penal sanctions with regard to body corporates.
79—Inspection of animals by Regulatory Officers.
80—Powers of Regulatory Officers.

81 —Power of Directors of Medical Services, Veterinary
Services and Agriculture to have articles analyzed.

82 —Duty of county authority.

83 —Power of Cabinet Secretary to obtain particulars of
substances.

84—Power of court to order a license to be cancelled.
85—Prosecution. |

86— Penalties.
87—Certificates of analysis and presumptions.

PART XIV—FINANCIAL PROVISIONS

88 —Funds for the Authority.

89 —financial year.

90— Annual Estimates.

91 — Accounts and Audit.
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THE KENYA DRUGS AUTHORITY BILL, 2022
A Bill for

AN ACT of Parliament to establish the Kenya Drugs
Authority; to provide for the regulation and
management of drugs and chemical substances; to
provide for the regulation of medical devices and
other health technologies; to give effect to the

principles and objects of devolved government in

~drug safety regulation and for connected purposes
ENACTED by the Parliament of Kenya, as follows—
PART I—PRELIMINARY

1. This Act may be cited as the Kenya Drugs
Authority Act, 2022.

2. (1) In this Act, unless the context otherwise
requires—

“advertisement” includes any statement,
communication, representation or reference to the public
and designed to promote or publicize either directly or
indirectly the sale, use or disposal of any health product
and technologies including blood and blood products,
chemical substances, therapeutic cosmetics, herbal
medicines and products, medical devices, medicines or
scheduled substances;

“approved name’ in relation to a medicine, means the
international non-proprietary name of such medicine or
where no such name exists, such other name as the
Authority may determine, not being a brand name or trade
mark registered in terms of the Trade Marks Act;

“article” includes —

(a) any drug, therapeutic cosmetic, herbal medicine,
medical device or scheduled substance and any
labelling or advertising materials in respect
thereof; or

(b) anything used for the preparation, preservation,
packing or storing of any drug, herbal medicine,
therapeutic cosmetic, medical device or scheduled
substance;

Short title and
commencement.

Interpretation.
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devices, medicines, scheduled substances, and related
products and substances;

“herbal medicine or product” means a plant derived
material or preparations with claimed therapeutic or other
human or veterinary health benefits, which contain either
raw or processed ingredients from one or more plants, or
material of inorganic or animal origin;

“insanitary conditions” means such conditions or
circumstances as might contaminate a drug or a therapeutic
cosmetic with dirt or filth or might render the same
injurious or dangerous to health;

“interchangeable = multi-source medicine” means
medicines that contain the same active substances which
are identical in strength or concentration, dosage form and
route of administration and meet the same or comparable
standards, which comply with the requirements for
therapeutic equivalence as prescribed;

“label” includes any legend, work or mark attached to,
included in, belonging to or accompanying any drug,
therapeutic cosmetic, medical device or scheduled
substances;

“manufacture” means any process carried out in the
course of making a product or medicinal substance and
includes, packaging, blending, mixing, assembling,
distillation, processing, changing of form or application of
any chemical or physical process in the preparation of a
medicinal substance or product; but does not include
dissolving or dispensing the product by diluting or mixing
it with some other substances used as vehicle for
administration;

“medical device” means any material, instrument,
apparatus or contrivance, whether radiation-emitting or not,
including components, parts and accessories thereof,
manufactured, sold or represented for use in the diagnosis,
treatment, monitoring, mitigation or prevention of any
disease, disorder or abnormal physical state or disability, or
the symptoms thereof, in humans or animals but does not
include medicines;

“medical practitioner” means a person registered as Cap-293.
such under the Medical Practitioners and Dentists Act;
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“registered pharmacist *' means a person registered as
such by the body for the time being responsible for
registration of pharmacists;

“register” means a register established under this Act;

“regulatory officer” means a person appointed by the
Authority as such under this Act;

“scheduled substance” means any substance or
L

mixture of substances declared as such in the relevant
schedule under this Act; :

“substance recommended as a medicine”, in relation
to the sale of an article consisting of or comprising a
substance so recommended, means a substance which is
referred to—

(a) on the article or any wrapper or container in which
the article is sold, or on any label affixed to, or in
any document enclosed in the article, wrapper or
container; or

(b) in any placard or other document exhibited at the
place where the article is sold; or

(c) in any advertisement published by or on behalf of
the manufacturer of the article, or the person
carrying on the business in the course of which the
article was sold, or, in a case where the article was
sold under a proprietary designation, the proprietor
of the designation, in terms which are calculated to
lead to the use of the substance for the prevention
or treatment of any ailment, infirmity or injury
affecting human beings or animals, not being
terms which give a definite indication that the
substance is intended to be used as, or as part of, a
food or drink, and not as, or as part of, a medicine.

“substance” includes a preparation or a liquid;

“substandard medicines” means medicines which do
not meet defined specifications and includes products that
have been contaminated;

“therapeutic cosmetic” includes any substance or
mixture of substances manufactured, sold or represented for
use in cleansing, improving or altering the complexion,

No. 29 of 2011.



















































































































































































































































