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MEMORANDUM

1. OBJECTIVE OF THE BILL

The object of the National Drug and lealth Products Authority Bilt, 2023
is to establish the National Drug and Health Products Authority. to provide
for the functions and powers of the Authority. to regulate the manufacture,
distribution, importation. exportation and supply of drugs, medical devices,
cosmetic products, public health products and nutritional supplements. to
provide for the administration and enforcement of the Act and to repeal the
National Drug Policy and Authority Act and amend the Food and Drug Act.

2 DEFECTS IN THE NATIONAL DRUG POLICY AND
AUTHORITY ACT

The National Drug Policy and Authority Act was enacted in 1993 and has
not been directly amended since enactment. 1lowever. the health sector
has evolved significantly over the years and the requircments of the World
Health Organisation (WHO). the expansion of the health professions and the
needs to regulate related health products all necessitate the need to overhaul
mandate and functions ol the National Drug Authority.

The National Drug Authority faces challenges during the execution of its
mandate as the regulator of medicine and its usage in Uganda. This is duc
to the inadequacies ot the Act and the narrow scope of the mandate of the
Authority. The National Drug Policy and Authority Act. Cap. 198 does not
regulate: pharmacies in health units, the distribution of drugs. the release of
vaceines and biclogicals by lots, the recall and withdrawal ot drugs that are
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determined to be unsuitable for use. amongst other matters. The Act docs
not provide for the testing and analysis by the laboratory of the Authority
and does not give the Authority the mandate to seal off premises that are
determined to be in contravention of the Act. These and other shortcomings
of the current Act have curtailed the powers of the National Drug Authority
m its regulation of medicine. which the Bill seeks to rectify.

The scope of the Bill has been expanded to provide for the regulation ol
medical devices. cosmetic products that contain parabens. phthalates.
hydroquinone. retinoids or sunscreens. public health products and nutritional
supplements. all which are directly related to the health and wellbeing of
Ugandans.

3. PROVISIONS OF THE BILL
The Bill contains 14 Parts. 122 clauses and 1 Schedule. as follows-

Part 1 contains the preliminary provisions t.c. the commencement provision
and the interpretation clause.

Part II establishes the National Drug and Health Products Authority and
provides for its [unctions. establishes the Board of Directors and the tenure
of office of members of the Board and the committees of the Board. The
Part cstablishes the Sceretariat of the Authority. the Office of the Lxceutive
Director and the other staft of the Authority and provides for the financial
provisions to govern the Authority.

Part HI provides for the registration. notification and listing of drugs. the
manufacture and distribution of drugs and lot release of vaccines. biologicals
and diagnostics. the importation and exportation of drugs. the regulation of
pharmacies and drug shops and the general provisions on drugs in clauses
301049,

Part IV of the Bill regulates clinical trials and Part V provides for the
obligations of manufacturers, health care professionals and ot the Authority
with regards to pharmacovigilance.

Part VI provides for the regulation of medical devices, including the
classification of medical devices and the registration. notification and listing
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ol medical devices. The licensing for the manufacture and distribution of
medical devices and the regulation of the importation and exportation of
medical devices and the requirement to report defects and adverse cvents
arising from the usage of medical devices. to the Authority,

Part VIl provides for the regulation of cosmetic preducts including the
classification of cosmetic products and the registration. notilication and listing
of cosmetic products. The licensing for the manufacture and distribution of
cosmctic products and the regulation of the importation and exportation of
cosinetic products and the power of the Minister 1o prohibit the importation
ol certain cosmetic products.

Part VIII provides for the regulation public health products including the
categorization of public health producets and the registration, notification
and listing of public health products. The licensing for the manufacture and
distribution of public health products and the regulation of the importation
and exportation of public heatth products.

Part 1X provides for the regulation of nutritional supplements inctuding the
classification of nutritional supplements and the registration. notification and
listing of nutritional supplements. The Part also provides for the licensing
for the manufacturc and distribution of nutritional supplements and the
regulation of the importation and exportation of nutritional supplements.

Part X provides general regulation of medical devices, cosmetic products,
public health products and nutritional supplements including the requirement
to conformity to standards of the Uganda National Burcau of Standards
Act. the obligation for manufacturers to establish monitoring systems and
monitoring of regulated products by the Authority, the duty 10 maintain
records ol supply, the packaging and labelling of regulated products,
compliance with good manufacturing practices in Uganda and good storage
practices and good distribution practices. The requirement for authorisation
to conduct clinical trials or field trials and compliance with good clinical
practices. The Part also provides for the mandate to recall or withdraw
defective product. The Part categories the prohibited activities including the
prohibition to supply of regulated produocts in certain cases. the prohibition
to falstly regulated products or to supply substandard regulated products.
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Part X1 cstablishes the National Drug and Health Products Laboratory
and Part XII provides for the administration and enforcement of Act by
the Authority including the appointment of inspectors and the power of the
mspectors of the Authority. The Part also provides for the destruction of
products that are not fit for their intended purpose.

Part XII provides for legal procecedings including the evidence that is
admissible in courts of law. the forfeiture and cancellation of licence by
court. vicartous criminal responsibility and punishment without prosccution.

Part X1V providesthe general provisions applicable to the products regulated
under the Act including the requirement to ascertain the quality of the drugs
of the National Medical Stores. the requirement to notify the Authority of
amendment of particulars or persons regulated under the Act. the approved
ports of importation and exportation. the protection of members of the Board
and cmployees from personal liability. the repeal of the National Drug Policy
and Authority Act and the continuance of the regulation of veterinary drugs.
veterinary medical devices and field trials pending the enactment of a Bill to
regulate these products.

The Bill contains a Schedule providing the value of the currency point.

HON., DR, ACENG JANE RUTH OCERO
Minister of Health.



National Drug and Health Products

Bill Neo. 19 Auwthority Bill 2025

Clenise

g ]

© W NP

10.
11.

12

“—

13.

14.

15.
16.
i7.
18.
9.
20.

THE NATIONAL DRUG AND HEALTH PRODUCTS

AUTHORITY BILL, 2025

Arrangement of Clauses

Part [—Prrraminary

Commencement
Interpretation

Part H—Tur Naronal DrUG anD HEALTI
ProODUCTS AUTHORITY

The National Druyg and Health Products Authority

Establishment of the National Drug and Health Products Authority
Seal of the Authority

Functions of the Authority

Directions of the Minister

Board of Directors

Tenure of office of members of the Board

Committees of the Board

Secretariat of Authority

Secretariat

Lxecutive Director
Staft of the Authority
Rules to regulate stafl’

Finuncial provisions

Funds of the Authority

Power to open and opcrate bank accounts
Borrowing powers

Estimates

Accounts

Audit

Annual report



National Drug and Hedlth Products
Bill No, 19 Authority Bill 2025

Part I —Recuianion O Derias

Regisiration, notification aud listing of drugs
21.  Registration. notification and listing of drugs
Manufacture and distribution of drugs and fot release

22, Licence for the manutacture of drugs
23, Licence for distribution of drugs
24, Lot release of vaccines, biologicals and diagnostics

Importation and exportation of drigs

25.  lmportation of drugs
26. lmportation of drugs for donation
27.  Exportation of drugs

Regulation of pharmacies and drug shops

28.  Operation of wholesale or retail pharmacies
29, Operation of drug shops

General provisions on drugs

30, Inspection of premises by the Authority

[. Drugs to be manufactured undcer supervision of pharmacist

2. Supply and dispensing of medicine 1o be under supervision of
pharmacist

33, Drug nomenclature

34,  Packaging and labetling of drugs

35, Classification of drugs

36.  Possession of drugs

37.  Need for prescription for restricted drugs

38.  Supply, dispensing and mixing of restricted drugs by nurses,

midwives and dispensers
39, Promotion of drugs



National Drug and Hedalth Products

Bill No. 19 Authority Bill 2025
40, Loss of class Al drugs and class All drugs
41.  Prescription drugs record
42.  Prohibition of supply or dispensing of drugs in certain cases
43.  Recall of drugs
44, Withdrawal of drugs
45, Deception of consumers
46.  Advertisement of drugs
47.  Manutacturc. distribution, importation, exportation, supply and
dispensing ol falsified drugs prohibited
48.  Supply or dispensing of substandard drugs prohibited
49, Monitoring of drugs for quality
Pagr IV —CriNnear TriALs
50.  Authorisation to conduct clinical trials
51, Good clinical practices
PARD V—PHARMACOVIGILANCI:
52. Obligation for manufaciurers efc to establish pharmacovigilance
systems
33, Obligation of health care professionals to report adverse reactions
and adverse cvenis of drugs
54, Pharmacovigilance by the Authority
Parl VI—RuGurarmion o Mipicar Divicrs
55, Classification of medical devices
56.  Registration, notification and listing of medical devices
57, Licence for the manufacture of medical devices
58.  [mportation of medical devices
39, Licence for the distribution of medical devices
60.  Licensing of premises to be used for wholesale of medical devices
61, Reporting of defects and adverse events to the Authority
62.  Exportation of medical devices



National Drug and Health Products

Bill No. 19 Authority Bill 2025

63.
64.
65.
66.
67,
68.
69.

70.
71
72.
73.
74.
75.

76.
77,
78.
79,
80.
8l.

84

85.
86.

Part VII—Rrauarion or CosmMimie PRODUCTS

Classification of cosmetic products

Registration. notification and listing of cosmetic products
lLicence for the manufacture of cosmetic products

Importation of cosmetic products

Power of Minister to prohibit importation of cosmetic products
Licence for the distribution of cosmetic products

Exportation ol cosmetic products

Part VIH—Reovranon Posnc Hearr Pronecrs

Categorics of public health products

Registration. notification and listing of public health products
lLicence lor the manutacture of public health products
Importation of public health products

Licence for the distribution of public health products
Lxportation of public health products

Pari [X- R1GULATION OF NUTRITIONAT SUPPLEMENTS

Classification of nutritional supplements
Registration. notification and histing of nutritional supplements
[Licence for the manufacture of nutritional supplements
Importation of nutritional supplements
Licence for the distribution of nutritional supplements
Exportation of nutritional supplements
Parr X—GENErar Reauranon o Mipicar Divicrs,
Cosmene Propucrse Pranic Hizarn Propucrs
AND NUTRFFIONAL SUPPEEMENTS

Application of Part

Conformity to standards of the Uganda National Bureau of

Standards Act, Cap. 210

Obligation for manufacturers efc. 10 establish monitoring systems

and monitoring of regulated products by the Authority

Duty to maintain records of supply

Conditions for licences and certificates  for drugs. medical
4



National Drug and Health Products

Bill No. 19 Authoritv Bill 2025

87.
88.
89.

90.

91.
92,

-

3.
04,
05.
96.
97,
98.

99,

100.
[01.
102,
103.

104.
105.
106.
107.
HO8.

devices. cosmetic products, public health products and nutritional
supplements

Packaging and labelling of reguiated products

Compliance with good manufacturing practices in Uganda
Compliance with good storage practices and good distribution
practices

Authorisation to conduct clinical trials or field trials for regulated
products

Goed clinical practice

Recall of regulated products

Withdrawatl of regulated product

Prohibition of supply of regulated products in certain cases
Deception of consumers

Advertisement of regulated products

Prohibition of falsified regulated products

Prohibition of supply of substandard regulated products

Partr XI—THe Navonar DreG ang Heali
PrODUCTS LABORATORY

Establishment of the National Drug and Health Products Laboratory

Pary XTI+ —~ADMINISTRATION AN ENFORCEMENT OF ACT
BY T AUTHORITY

Appointment of inspectors

Power of inspectors

Appeal to the High Court

Destruction of products not fit for intended purposc

Pary XIHT—Ligal PROCEEDINGS

Evidence
General offence
lForteiture and canceilation of licence
Vicarions criminal responsibility
Punishment without prosecution

5



National Drug and Health Products

Bill No. 19 Authority Bifi 2025

109,

110,
P,
112
113,
114,
[15.

116.
P17,
I18.
119,
120.
121.
122

Part XIV— GENERAL PROVISIONS

Authority te ascertain the quality of the drugs of the National
Medical Stores

Notification and amendment of particulars

Approved ports of import and export

Registers

Power to require information

Technical commitiees

Protcction of members of the Board and employees from personal
liability

Local research and production

Non-application of the Industrial Licensing Act

Regulations

Amendment of Schedule

Repeals and savings

Transitional provisions

Regulation of veterinary drugs. veterinary medical devices and field
trials '

SCHLEDULLE



National Drug and Health Products
Bill No. 19 Authority Bill 2025

A Bill for an Act

LNTITLED

THE NATIONAL DRUG AND HEALTH PRODUCTS
AUTHORITY BILL, 2025.

An Act to establish the National Drug and Health Products
Authority; to provide for the functions and powers of the Authority;
to regulate the manufacture, distribution, importation, exportation
and supply of drugs, medical devices, cosmetic products, public
health products and nutritional supplements; to provide for the
administration and enforcement of the Act; to repeal the National
Drug Policy and Authority Act, to amend the Food and Drug Act
and for related matters.

Paki 1-- PREVIMINARY

1. Commencement
(1} This Act shall come into force on a date appointed by the
Minister by statutory instrument.

(2) The Minister may appoint different dates for the
commencement ot different provisions of this Act,
7
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2. Interpretation
In this Act. unless the context otherwise requires—

“adverse event” means an unplcasant or an unexpected medical
occurrence in a patient or a clinical trial subject 1o whom a
drug. cosmetic product. public health product or nutritional
supplement is administered or on whom a medical device
1s applied or used. which does not necessarily have a causal
rclationship with the treatment or clinical trial:

“adverse reaction™ means the response to a drug or nutritional
supplement which is noxious and unintended. for which
a causal relationship between the drug or nutritional
supplement and an adverse event is at least a reasonable
possibility:

“advertisement”™ means any pictorial. visual or other descriptive
matter. verbal statement or referenc—

(a) appearing in a print or electronic publication or
medium:

(b) appearing in a broadcast on television or radio: or

(¢)  brought to the notice of members of the public in
any other manner.

which is intended to directly or indirectly advisc on the existence
and benefits of a drug. medical device. cosmetic product. public
health product or nutritional supplement:

~authorised pharmacopoeia™ means the current edition of the
international pharmacopoeia. the British pharmacopoeia.
the British pharmaceutical codex. the Furopean
pharmacopoeia and the United States pharmacopoeia:
8
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“Authority™ means the National Drug and Health Products
Authority established under section 3;

“biological ™ means medicine that contains living organisms.
or which is derived [rom living organisms or biological
processes that is applicable to the prevention, treaiment.
or cure of a disease or condition of human beings and
includes blood and blood products;

“Board™ means the board of directors of the Authority;

“complementary medicine™ means a drug consisting wholly or
principally of onc or more of the following ingredients.
each of which has a clearly established identity and a
traditional use—

(a) an essential oil:

(b} a plant or herbal material including plant fibers,
enzymes, algae, tungi. celtulose and derivatives of
cellutose and chlorophyll;

{¢) ahomoeopathic preparation;

(d) a mineral including a mineral salt and a naturally
gccurring mineral;

(e)  non-humananimal material inciuding dried matcrial.
bone and cartilage. fats and oils; and

() a substance produced by or obtained from bees.
including royal jelly. bee pollen and propolis:

“cosmetic product” means any substance or mixture intended
to be placed in contact with the external parts of the
human body such as the epidermis. the hair system. nails.
lips or the external genital organs or with the teeth or the

- mucous membranes of the oral cavity of the human body,
9
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for the exclusive or main purpose of cleaning those parts
or for perfuming. changing the appearance. protecting or
keeping in good condition those parts or for correcting
body odours. where the cosmetic product contains —

(a) steroids:

{b) parabens:

{c) phthalates:

(d) hydroquinone:
(e¢) retinoids; or

() sunscreens:
“eurrency point” has the meaning assigned to it in the Schedule:
“drug” means any substance or mixture of substances used for—

(a) the diagnosis. treatment. mitigation or prevention
of a diseasc. disorder. abnormal physical or mental
statc. or the symptoms of the diseasc. disorder or
abnormality. in human beings:

(b) restoring. correcting or the beneficial modification
of the organic or mental functions in human beings
by exerting a pharmacological. immunological or
metabolic action: or

(c) manufacturing as a component of any articles
specified in paragraph {(a) or (b), and includes
biologicals. gene therapy. herbal  medicine.
complementary medicine, cosmeceuticals  and
nutraceuticals:

10
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“drug shop™ means an outet licensed under section 29:

“emergency situation” means a circumstance which is urgent
or unforeseeable or a situation which is not caused by
dilatory conduct where—

(a) there is serious threat or actual confrontation with
disaster. catastrophe. war or an act of God: or

(b) Iife or the quality of life or cnvironment may be
seriously compromised;

“health care professional ™ means a person who is regulated under
the Medical and Dental Practitioners Act, the Pharmacy
and Drug Act. the Nurses and Midwives Act or the Allied
Health Protessionals Act;

“herbal medicine™ means any medicine that exclusively contains
as active ingredients. one or more parts of natural organic
or inorganic plant materials with or without animal or
mineral materials in a form suitable for administration to
human beings:

“inspection of premises” includes inspection of the land,
courtyard and any other area to be used or used in
connection to the area to be used for the business activity
for which a licence or certificate is required this Act;

“lot release™ means the process of evaluating cach individual
lot of vaccines, biological medicines and other medicinal
products betore giving approval for their release to the
market;

“medical device™ meuns any instrument. apparatus. implement.
machine. appliance. implant. in vitro reagent or calibrator,
11
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software. material or other similar or related article
including any component. part or accessory of it

(a)  used in human beings for—

(1)

(i1)
(1)
(1v)

(v}
{vi)

(vii)

the diagnosis. prevention. monitoring.
treatment or alleviation of a disease. a disorder
or an abnormal physical state or an injury or a
svmptom of any ol these. as the case may be:

supporting and sustaining life:

the  diagnosis.  monitoring.  treatment  or
alleviation of. or compensation of an injury:
the diagnosis of a pregnancy:

the control of conception:

investigation. replacement. modification or

support of the anatomy or of a physiological
Process: or

providing information tormedical or diagnostic
purposes by means of n vitro examination of
spectmens derived from the human body: or

(b)  used for the disinfection of a medical device.

which does not achieve its primary intended action in or on the
human body by pharmacological. immunological or metabolic
means but which may be assisted in its intended action by such

means:

“medicine” means drugs:

“Minister” means the Minister responsible [or health:

“nutritional supplement™ means any product or substance which
supplements the normal diet and which is a concentrated

12
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source of a vitamin or mineral or other substance with a
nutritional or physiological cffect. alone or in combination;

“pharmacist”™ means a person registered as such under the
Pharmacy and Drugs Act:

“proprietary name” means the name of a drug under which the
drug is distributed:

“public health product™ means an item. instrument, apparatus.
implement. machine. appliance, calibrator. software.
material or other similar or related article, substance or
mixture of substances intended for industrial or public
health use. lor the prevention of disease or promotion ol
health among the population;

“supply” with its grammatical variations and cognate expressions
means, in relation to a product regulated under this Act. the
administration or application of the product and includes
the sal¢ of the product:

“vessel” includes a ship. boat, aireraft or carriage of receptacle
of any kind whethcr open or closed.

Parer HT—Tur: Nanionar Drua ann Hearm
PRODUCTS AUTHORITY

National Drug and Headth Products Authority

3. Establishment of the National Drug and Health Produets
Authority
(1) . The National Drug Authority in existence at the
commencement of this Act. shall continue in existence under this Act
as the National Drug and [ealth Products Authority.

13
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{2) Thc Authority shall be a body corporate with perpetual
succession and may. in the discharge of its functions under this Act—

(a) acquire. hold and disposc of moveable and immovable
property:

(b) suc and be sued in its corporate name: and
(¢) doall acts and things a body corporate may lawlully do.

4. Seal of the Authority

(1) The Authority shall have a seal which shall when affixed
to any document be authenticated by the signature of the Chairperson
to the Board and the Executive Dircctor,

(2} A document issued by the Authority and sealéd with the
seal of the Authority and authenticated in the manner provided by this
section shall be received and taken to be a true instrument duly issued
by the Authority. without further proof unless the contrary is shown.

5. Functions of the Authority
{1y The functions of the Authority are

(a)  with respect to drugs —

(1} to register or notify the drugs to be used in Uganda:

(i) torcgulate the manufacture. importation. exportation.
distribution. transportation. advertisement. labelling.,
storage and supply or dispensing of drugs:

(iii) to repulate the disposal of falsified. adulterated.
substandard. unwholesome and expired drugs:

(iv) tolicense premiscs on which drugs are manufacturcd.
distributed. stored and supplied or dispensed:
14
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1o test and analyse drugs:

10 monitor the safety of drugs and where necessary
conduct nvestigations on the quality or safety of
drugs used in Uganda;

(vil) to maintain a system of lot releasc for vaccines.

biologicals and diagnostics:

with respect to medical devices. cosmetic products. public
health produets and nutritional supplements—

(1)

(ii)

(ii1)

(iv)

v)

as may be applicable. 1o register, notify or list the
medical devices. cosmetic products. public health
products and nutritional supplements to be used in
Uganda;

toregulate the manufacture, importation. exportation,
distribution. advertisement. labelling, promotion.
storage and supply of the medical devices, cosmetic
products, public health products and nutritional
supplements in Uganda;

as may bc applicable. to regulate the disposal of
falsificd, adulterated, substandard. unwholesome and
expired drugs, medical devices. cosmetic products.
public health products and nutritional supplements;

to license the premises on which medical devices
arc manufacturcd. distributed and supplied by
wholesale:

to test and analyse medical devices, cosmetic
products. public health products and nutritional
suppiements, as may be applicable:

15
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(©)

(d)

(e)

(g2}

(2)

Nuational Drug and Health Products
Authority Bill 2028

(vi) to monitor the safety and quality of the medical
devices. cosmetic products. public health products
and nutritional supplements. and where necessary
conduct investigations on the quality or safcty of
drugs used in Uganda:

to regulate clinical trials for drugs. medical devices.
cosmetic products. public health chemicals and nutritional
supplements and field trials for public health products:

to provide to the public. information on the salety. quality
and etficacy of drugs. medical devices. cosmetic products.
public health products and nutritional supplements:

to advise the Government on matters relating to the
quality. safety and efficacy of drugs and the quality. safety
and performance of medical devices, cosmetic products,
public hcalth products and nutritional supplements:

to issue technical guidelines to persons regulated under
this Act: and

to perform any other function that is incidental to the
performance of the tunctions of the Authority.

In the performance of the functions under subsection

(1). the Authority shall cooperate with other Government agencies
and where necessary enter into agreements including agreements to
combat the production. supply or usc of substandard and falsified
drugs. medical devices. cosmetic products. public health products and
nutritional supplements,

(3}

In the performance of the functions under subscction

{1). the Authority may cooperate with the regulatory bodies of other

16
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countries and similar regional and international regulatory agencices.
on matters ol common interest.

(4)
(a)

(b)

(<)

(d)

For the purposes of subsection (3). the Authority shall—

rccognise. rely on or refer to decisions. reports, data and
other information of regulatory bodies of other countries
or of regional or international regulatory agencies;

where applicable. adopt international technical guidelines;

participatc in regional. international and other regulatory
nitiatives for drugs and the other products regulated under
this Act: and

enter into agreements with other related regutatory bodies
of other countries and similar regional and international
regulatory agencics including agreements 10 combat the
production, supply or usc of substandard and falsified
drugs medical devices. cosmetic products. public health
products and nutritional supplements.

Directions of the Minister

The Minister may. in writing. give policy directions to the

Authority, and the Authority shall comply with the directions of the

6.
(1)
Minister.
(2)

Notwithstanding subsection (1). where the Authority does

not comply with the directions of the Minister, the Authority shall in
writing, giving reasons, inform the Minister.

7.

Board of Directors

(1) The Authority shall have a Board of Directors appointed by
the Minister and which shall be the governing body. responsible for
the policy. general direction and supervision of the Authority.

17
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(2) The Board of Directors shall comprise nine members who
shall include the chairperson of the Board.

8.  Tenure of office of members of the Board

(I} Amember of the Board shall be appointed for a term of four
years on terms and conditions as shali be specified in the imstrument
of appointment and may at the expiry of the term. be reappointed as a
member of the Board.

(2) A member of the Board may. at any time resign his or her
office. by letter addressed to the Minister. giving notice of not less than
one month.

(3)  The Minister may. at any time. remove a member of the
Board where—

(a) the member has a physical or mental incapacity that
renders a person incapable of performing the duties of that
office:

(b) the member is convicted of an offence punishable by
imprisonment of more than three months or is convicted
of an offence involving [raud or dishonesty:

(c) the member is convicted of the offence of abuse of office:

(d) in the case of a member regulated by a protessional body.
the member is disqualified or suspended from practicing
his or her profession by a professional body or ceases to
be a member of the profession otherwise than at his or her
OWN request:

{e) the member is guilty of misbehavior or misconduct:
(h  the member is incompetent: or

(g) the member is adjudged bankrupt by a court of law.
18
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9.  Committees of the Board

(Iy The Board may establish commitices to perform such
functions of the Board, as the Board may delegate or refer to the
committee,

(2) A committee appointcd under subsection (1) shall be
chaired by a chairperson. who shall be a member of the Board and
shall have other persons, whether members of the Board or not. as the
Board may determine.

Secreturial of Authority

10. Secretariat
(1) The Authority shall have a Secretariat which shall be under
the direction and supervision of the Board.

(2) The Secretariat shall implement the policies and
programmes of the Authority. as may be determined by the Board.

11. Executive Director

(1) The Secretariat shall be headed by an Executive Director
who shall be appointed by the Board for five years. on terms and
conditions as shall be specified in the instrument of appointment. and
the Executive Director may be re-appointed by the Board.

(2)  The Executive Dircetor shall be the chief executive officer
and the accounting officer of the Authority. and shall be responsible
lor the day-to-day operations of the Authority including —

(a) the management of the funds. property and business of the
Authority; and

(b) the administration, organisation and supervision of the
officers and statt of the Authority.

19
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(3) The Exccutive Director shall be an ex-officio member of
the Board.

(4)  The Executive Director shall be a person of high moral
character and proven integrity. with qualifications and experience
related to the functions ot the Authority,

12.  Staff of the Authority

(1) The Authority shall have other emplovees as may be
nceessary for the effective performance of the functions of the
Authority. as may be detcrmined by the Board,

(2) The employees appointed under this section shall hold
office on terms and conditions as may be specified in their instruments
of appointment. as may be determined by the Board.

(3) The Board shall regulate the appointment. terms and
conditions of service and the discipline of the Executive I)I]LC[O] and
the employees of the Authority.

13.  Rules to regulate staff
The Board shall make rules in conformity. as may be applicable. with
the Uganda Public Service Standing Orders. to regulate-

(a)  the appointment. remuneration, discipline and dismissal of
the staff of the Authority: and

(b)  the payment to the stafl of the Authority. of gratuitics and
other like payments on retirement or on termination of
service.

Finuncial provisions

14.  Funds of the Authority
The funds of the Authority shall consist of -

(a) the fees payable to the Authority. as prescribed by this Act:
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(b) moncy from any other source as may be determined by the
Board; and

(¢) grants and loans from the any organization or any other
source, secured in accordance with the applicable laws,

15.  Power to open and operate bank accounts
The Authority shall open and maintain such bank accounts as are
necessary for the performance of the functions of the Authority.

16. Borrowing powers

The Authority may. with the approval of the Minister in consultation
with the Minister responsible tor finance. borrow money trom any
source as may be required for the discharge of the functions of the
Auwhority.

17. Estimates

(1)  The Executive Director shall. belore the end of each vear.
cause to be prepared and submitted to the Board for approval, estimates
of the income and expenditure of the Authority, for the following year.

(2) The Board shall. on approval, submit the estimates of
income and expenditure to the Minister for approval.

18. Accounts

(1)  The Exccutive Director shall cause to be kept in accordance
with accepted accounting standards. proper books of accounts and
rccords of the transactions of the Authority.

(2) Subject to any direction given by the Board. the Executive
Director shall cause to be prepared and submitted to the Minister in
respect of cach year. and not later than two months after the end of
the year. the annual statement of accounts of the Authority for the
preceding year.
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19.  Audit
(1) The Auditor General or an auditor appointed by the Auditor
General shall. for cach year. audit the accounts of the Authority.

(2) The Board shall ensurc that within two months after the
end of cach year. the annual statement of accounts of the Authority for
the preceding year. is submitted to the Auditor General or to an auditor
appointed by the Auditor General.

20.  Annual report

(1)  Thc Board shall submit to the Minister, as soon as
practicable but not later than six months after the end of each vear.
a report of the activities and operations of the Authority conducted
during the vear to which the report relates.

(2)  The report relerred to in subsection (1) shall include the
audited accounts of the Authority and any other information the Board
may consider necessary.

Parr In—ReGur anoN oF DruGs

Registration. notification and listing of drigy

21.  Registration, notification and listing of drugs

{1} A person shall not manufacture. import. export. distribute.
supply or dispensc a drug unless the drug is registered or notified by
the Authority.

(2)  Where the drug is a herbal medicine or a complementary
medicine. a person shall not manufacture. import. export. distribute.
supply or dispense the drug unless it is registered. notified or listed by
the Authority. as the case may be.

(3)  Subscctions (1) and (2) shall not apply-
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(a) where the drug is required by the Authority for purposes of
registration, notification or listing under this Act:

(b)  where the drug is required for purposes of conducting a
clinical trial:

<) with respect to importalion. where the drug is i!"l’l[)()l"th for
=
[’)Cl’SOl’lﬂ] uses or

(d) where the manufacture or importation of the drug is
required for an emergency situation.

(4)  Any person that so wishes may. in the prescribed form
and on payment of the prescribed fecs, make an application to the
Authority. for the registration. notification or listing of a drug.

(5)  The requircments for registration. notification and listing
of drugs. including any conditions for registration. notification and
listing. shall be preseribed by regulations made under this Act,

(6) The Authority shall register, notify or list the drug that
satisfies the requirements of this section and grant the person who
makes the application a certificate of registration. notification or
listing. as the case may be.

{7) A drug that is registered. notified or listed under this
section shall for each financial year. be retained on the register on
the payment of the preseribed fecs, by the person that caused the
regisiration. notification or listing or by any other person. except
where the registration. notification or listing is cancelled or suspended
by the Authority.

(8) A person that manufactures. imports. exports, distributes
or supplies a drug which is not registered. notified or listed by the
Authority commits an offence and is liable on conviction—
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(a) in case of a corporate body. 10 a fine not exceeding three
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not excceding
ten years. or both.

Munufacture and distribution of drugs and lot release

22, Licence for the manufacture of drugs
{1} A person shall not manufacture a drug in Uganda without
a licence to manulacture the drug. issued by the Authority,

(2) A person that seeks to manufacture a drug shall in the
prescribed form and on payment of the prescribed fees. make an
application to the Authority for a licence,

{3} The requirements for the manufacturc of drugs. including
the requirement for inspection of premises to be used to manutacture
drugs. shall be preseribed by regulations made under this Act.

(4) The Authority shall grant a person that satisfies the
requirements of this section. a licence to manufacture the drugs
specified in the licence,

(3) A person that manufactures drugs in Uganda contrary to
this section commits an offence and is liable on conviction—

(a) in case of a corporate body. to a finc not excceding ten
thousand currency points: and

(b) in case of an individual. o a finc not exceeding five
thousand currency points or imprisonment not exceeding
five years. or both.
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23. Licence for distribution of drugs
(1} A person shall not distribute a drug in Uganda without a
licence to distribute the drug, issued by the Authority,

(2} Aperson thatseeksto distribute drugs shallin the prescribed
form and on payment of the preseribed fees, make an application to the
Authority for a licence.,

(3) An application to distribute drugs shall indicate the
pharmacist responsible for the distribution of the drugs.

(4)  The requirements for the distribution of drugs. including
the requirement for inspection of premises to be uscd to distribute
drugs. shall be prescribed by regulations made under this Act.

(5) The Authority shall grant a person that satisfies the
requirements of this section, a licence 10 distribute drugs.

(6) A person that distributes drugs in Uganda contrary to this
section commits an oflence and is liable on conviction —

(a) in case of a corporate body. 1o a fine not exceeding five
thousand currency points; and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
© five years. or both.

24. Lot release of vaccines, biologicals and diagnostics

(1) The Authority shall maintain a system for the release of
vaccines. biologicals and diagnostics by lot, by the manufacturers
in Uganda and exporters [rom Uganda. of vaccines, biologicals and
dragnostics.
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{2) A manufacturer or an exporter of vaccines. biologicals or
diagnostics who intends to release vaccines, biologicals or diagnostics
into the market shall. have a ccrtificate of lot release issued by the
Authority, and the certificate may specify any conditions for the release
as may be necessary.

(3) A manufacturer or exporter who contravenes this scction
commits an offence and is liable on conviction—

(a) in casc of a corporate body. to a fine not exceeding three
thousand currency points: and

(b} in casc of an individual. to a fine not exceeding five

hundred currency points or imprisonment not exceeding
three years. or both.

Importation und exportation of drugs

25,  Importation of drugs
(1) A person shall not import a drug into Uganda without a
licence issued by the Authority prior to the importation,

(2)  Notwithstanding subsection (1). the Authority may for a
specificd purpose. and subject to conditions the Authority may deem
fit. authorise the importation of a drug which is not registered under
this Act where the importation is for—

(a) conducting a chnical trial:

{b)  personal use:

(¢) anemergency situation: or

(d)  purposes of registering or notifying the drug.

(3)  Any person that seeks to import a drug into Uganda shail
in the prescribed form and on payment of the prescribed fees. make an

application to the Authority for a licence.
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(4)  The requircments for the importation of drugs. the
conditions for importation and the approved shelf life of the drugs to
be imported shall be prescribed by regulations made under this Act,

(5} The Authority shall grant a person that satisfies the
requirements of this section. a licence o import the drugs specified in
the licence.,

{6) The Authority may, in public interest, authorise parallel
importation of a drug.

(7) In subsection (6), “parallcl importation™ means the
importation of a drug from a country other than the country where
the drug is patented and the drug is legitimately placed in that other
country by any other person, without the authorisation of the person in
whose names the drug is patented.

(8}  Where a drug is imported into Uganda contrary to the
provisions of this Act. the Authority shall- -

(a) order the person granted a certificate of registration.
notification or listing, as the case may be. or the authorised
representative of that person or the importer of the drug. o
destroy the drugs. at their own cost; or

(b) order the person granted a certificate of registration,
notification or listing. as the case may be. or the authorised
representative of that person or the importer of the drug, to
re-export the drugs to the country of import. at their own
cosl.

(9} Where a drug is imported into Uganda contrary 1o the
provisions of this Act and the importer cannot be traced. the Authority
shall destroy the drugs at its own cost,

27



National Drug and Heaith Products
Bill No. 19 Authority Bill 2025

26. Importation of drugs for donation
(1Y Where a drug to be imported is for donation. the drug shall
not be imported without the authorisation of the Authority.

(2) A person that seek to import a drug for donation shall upon
payment of the prescribed fees. make an application to the Authority
in a manner prescribed by regulations made under this Act.

(3) The Authority shall issue a certificate of donation in
respeet o the drug. which shall specify the conditions of the donation
and the shelf life approved for the drug.

(4)  The donations of drugs to Government shall be approved
by the Minister betore the drugs are delivered to Uganda.

(3) A person that imports drugs for donation contrary to this
section commits an offence and is liable on conviction—

(a) in case of a corporate body. to a fine not exceeding three
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not- exceeding
{ive vears. or both.

27. Exportation of drugs
(1) A person shall not export drugs from Uganda without a
licence issued by the Authority prior to ¢xportation,

(2} Any person that wishes to export drugs from Uganda shall
apply to the Authority for a licence to export the drugs specified in the
licence,

(3) A person that seeks to export drugs shall. on payment of
the prescribed fees. make an application to the Authority.
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(4)  The requirements for the exportation of drugs, including
the persons authorised to export drugs. and conditions for exportation
shall be prescribed by regulations made under this Act.

(3) The Authority shall grant a person that satisfies the
requirements of this scction. a licence to export the drugs specified in
the hicence.

(6) A person that exports drugs contrary to this scction
commits an offence and is liable on conviction—

{(a) in case of a corporate body. 10 a fine not cxceeding ten
thousand currency points: and

{b) in case of an individual. 1o a fine not exceeding five
thousand currency points or imprisonment not exceeding
five vears, or both.

Regulation of pharmacics and drug shops

28. Operation of wholesale or retail pharmacies
(1) A person shall not operate a wholesale or retail pharmacy
uniess the pharmacy is licensed by the Authority.

(2) A person that intends to operate a pharmacy shall in the
ptescribed form and on payment of the prescribed fees, make an
application to the Authority for a licence to operate a pharmacy.

(3) An application 0 operate a pharmacy shall indicate the
pharmacist responsible for the immediate supervision of the supply or
dispensing ot drugs within the pharmacy.

(4) A pharmacy 1o be licensed under this Act shall be—

(a} a corporate body incorporated under the Companics Act
and shall in this case have a pharmacist regulated under
the Pharmacy and Drug Act, as director:
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(b) asole proprietorship registered under the Business Names
Registration Act and shall in this case have a pharmacist as
the sole proprietor:

{¢) a partnership registered under the Partnership Act and
shall in this case have a pharmacist regulated under the
Pharmacy and Drug Act. as onc of the partners; or

(d) & pharmacy that is an integral part of a privatc hospital
or private clinic and in this case the private hospital or
private clinic shall be registered as a health unit under the
Medical and Dental Practitioners Act.

(3)  For purposes of subscction (4) (d). the health unit shall be
licensed to operate the pharmacy.

(6) A person that operates a pharmacy in contravention of this
section commits an oftence., and is liable on conviction—

(a) in casc of a corporate body or partnership. to a fine not
exceeding five thousand currency points: and

(b) in case of an individual. to a finc not exceeding five
hundred currency points or imprisonment not exceeding
ten years. or both,

29. Opcration of drug shops
(1) A person shall not operate a drug shop unless the drug
shop 1s licensed by the Authority.

(2) A person that intends to operate a drug shop shall in the

prescribed [orm and on payment of the prescribed [ecs. make an
application to the Authority for a licence to operate a drug shop.
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(3)  The Authority shall be satisfied that the person that makes
an application under subsection (2) is fit to carry on a business of
operating a drug shop.

{(4) A drug shop to be licensed under this section shall be
located 1n an arca that is not sutficiently served by existing retail
pharmacy licensed under section 28 or another drug shop.

(5)  Aperson that operates a drug shop in centravention of this
section commits an oflence, and is liable on conviction to a fine not
exceeding fifty currency points or imprisonment not exceeding five
years. or both.

General provisions on drugs

30. Inspection of premiscs by the Authority

(1) The Authority shall before issuing a licence under this
Part. satisty itself that the premises where business is to be carried out.
are suitable for the business for which the licence is required.

(2}  Forthe purposes of subsection (1), a person that intends to
apply for a licence to manufacture. distribute, import. export, supply
or dispense drugs shall. upon payment of the prescribed fees. make an
application for a certificate of suitability of premiscs, in respect of the
premises at which the business activity is to be carried out.

{3)  The Auvthority shall. prior to issuing a certificate of
sultability of premises, inspect the premises. fixtures, equipment and
other physical attributes of the premises to determine that the premiscs
are suitable for the purposc for which the certificate is 1o be issued.

31. Drugs to be manufactured under supervision of pharmacist
A person licensed to manufacture a drug in Uganda shall manufacture
the drug under the direct supervision of a pharmacist,
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32.  Supply and dispensing of medicine to be under supervision
of pharmacist¢

The supply and dispensing of drugs within a pharmacy. shall be under

the immediate supervision of a pharmacist.

33. Drug nomenclature

(1) Adrug manufactured. distributed. supplied or dispensed in,
or a drug imported into Uganda shall be known and prescribed by the
international non-proprietary name of the drug except where the drug
docs not have an allocated international non-proprietary name or where
there is no satisfactory alternative nonproprietary name for the drug.

(2) A drug to which subsection (1) applies shall be labelled
using the international non-proprietary name of the drug.

(3) Where a drug referred to in subsection (1). is a herbal
medicine or complementary medicine and does not have an allocated
international non-proprictary name. the Authority shall prescribe a
nomenclature. that shall apply to the herbal medicine or complementary
medicine.

(4) In this scction. “international non-proprictary name”
means the otficial name of a drug. regardless of the manufacturer of
the drug.

34. Packaging and labelling of drugs

(1) A drug manufactured. distributed. supplied or dispensed
in. or a drug imported into Uganda. shall be packaged and labelled as
may be preseribed by regulations made under this Act.

(2) Tor avoidance of doubt. a person shall not supply or
dispensc any drug unless —

(a) the drug is placed in a container or package of the
prescribed description: and
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(b)  the container or package in which the drug is placed bears
a label. stating the prescribed particulars of the drug.

(3) The person to whom this section applies shall notify the
Authority of any change of the label of the drug.

(4)  Apersonshall notremove or alter the label on any container
or package of a drug without the approval of the Authority,

(5) A person that manufactures. imports. ¢xports, distributes
or supplies any drug in contravention to this section commits an
oflence. and is liable on conviction- -

(a) 1n casc of a corporate body. to a fine not exceeding five
thousand currency points; and

{b) In case of an individual. to a fine not excecding three
thousand currency points or imprisonment not exceeding
five years. or both.

35. Classification of drugs

(1) For purposcs of this Act. drugs shall be classified in
regulations to be made under this Act. as specified in this subsection
and shall when supplied or dispensed by retail. be supplied or dispensed
as specified in this subsection—

(@) «class Al drugs: narcotic drugs and psychotropic
substances, which shall only be supplied or dispensed
on the prescription of a medical practitioner or dental
practitioncr for medical or dental purposes and which shall
be dispensed by a medical practitioner, dental practitioner
or pharmacist;

{b) class AIl drugs: other prescription-only drugs. which
shall only be supplied or dispensed on the prescription
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of a medical or dental practitioner. for medical or dental
purposcs and which shall be dispensed by a medical
practitioner. dental practitioner or pharmacist:

class B drugs: drugs. which may be supplied or dispensed
without a prescription of a medical practitioner or dental
practitioner. by a pharmacist:

class € drugs: over-the-counter drugs. which may be
supplied or dispensed without a prescription of a medical
practitioner or dental practitioner. in a pharmacy or a drug
shop:

class D drugs: general sales drugs which may be supplied or
dispensed without a prescription of a medical practitioner

or dental practitioner, in a retail outlet: and

class I drugs: precursor chemicals. used in the manufacture
of narcotic drugs and psychotropic substances.

Class A and class B drugs shall be restricted drugs.

36. Possession of drugs

(n

The following persons may be in possession of drugs.

but to the extent only and subject to the limitations prescribed by this

section—

(a)
(b)

(c)

a pharmacist. for the purposes of scction 28:

a person who 1s licensed under section 29 to operate a drug
shop:

any person. mstitution or department to whom or to
which drugs have been lawtully supplied or dispensed in
accordance with this Act. for the purpose for which the
supply or dispensing was made.
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(2) A person shall not have in his or her possession without
lawtul excuse. the proot of which shall li¢ on him or her. any narcolic
drug or psychotropic substance which is used for medical or dental
pUrposcs.

(3) A medical practitioner, dental practitioner or pharmacist
shall not supply or dispensc any narcotic drugs or psychotropic
substance used for medical or dental purposes other than for medical
or dental purposes.

{4)  Any person who is in possession of drugs otherwise than
in accordance with this section commits an offence and is liable on
conviclion—

(a) in casc of a corporate body. to a fine not exceeding five
thousand currency points: and

(b) in case of an individual. to a finc not exceeding three
thousand currency points or imprisonment not cxceeding
five ycars, or both.

37. Need for prescription for restricted drugs
(1) - A pharmacist shall not —

(a) dispense class Al and class All drugs without a prescription
ol a medical or dental practitioner; or

{b) dispensc a drug which does not conform to the prescription
under which it is to be supplied or dispensed.

{2)  For the purposes of subsection (1) (b). a pharmacist shall
not dispense the drug except where he or she reasonably believes that
the prescription is valid.

(3) A prescription is valid only if—
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it is in indelible writing. dated and signed with the usual
signature of a medical practitioner or dental practitioner:

it states the name. qualification and address of the person
signing it:

it states the name and address of the person for whose
treatment it is given:

in the casc of a prescription of a dental practitioner, it bears
the words ~“for dental treatment only™;

it indicates the total amount of the drug to be supplicd or
dispensed and the dose to be taken or the manner of its
application or use; and

it has not previously been [ully dispenscd.

A prescription may be presented without the physical

presence of the person to whom the drug may otherwise be lawflully
supplied or dispensed.

(5)

Aprescription shall be fully dispensed ifthe diug prescribed

has been supplicd or dispensed once. unless it clearly states

(a)

(b)

(6)

the number of times it may be dispensed: and

the intervals at which it may he dispenscd. and shall in that
case. be fully dispensed if the drug prescribed has been
supplied or dispensed the stated number of times.

Subsection (1) (a) shall not apply-

where the drug is supplied or dispensed. whether
personally or on a signed order. to a medical practitioner.,
dental practitioner or pharmacist or 10 a pharmacy for the
purpose of being subsequently supplicd or dispensed or
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for the purpose of being subsequently used for scientific
education or research; or

(b)  where the drug is supplicd or dispensed from the dispensing
department of an approved institution in accordance with
regulations made under this Act.

(7} Forthe avoidance of doubt, class Al drugs. class All drugs
and class B drugs shall not be supplied or dispensed in the absence of
a pharmacist.

(8) A pharmacist shall not supply or dispense a class Al drug.,
class All drug or a class B drug to a person that the pharmacist does
not reasonably believe is the person to whom the drug may properly
be supplied or dispensed.

38.  Supply, dispensing and mixing of restricted drugs by nurses,
midwives and dispensers
(1) 'The Minister may by regulations. after consultation with
the Authority. authorise a person registered or cnrolled under the
Nurses and Midwives Act or the Allied Health Professionals Act to
supply or dispense restricted drugs.

(2)  The supply and dispensing of restricted drugs under this
section shall be subject to the following conditions —

(a) the restricted drug shall be distinetly labelled with the
name and address of the person by whom it is supplied or
dispensed except where the drug is supplied or dispensed
under the direct supervision or in the presence of a medical
practitioner. dental practitioner or pharmacist:

(b} the following particulars shall, within twenty-four hours
after the restricted drug has been suppliced or dispensed. be
entered tn a prescription drug record—
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(i) the date on which the restricted drug was supplied or
dispensed:

{11}  the ingredients and quantity supplied or dispensed:

(111) the name and address of the person to whom the
restricted drug was supplied or dispensed: and

(iv} the name and address of the person by whom the
prescription was given.

{3)  The prescription drug record kept under this section shall
be open to inspection by the Authority.

(4) A nurse. midwife or dispenser may under the immediate
supcrvision of a pharmacist. mix or compound a class Al drug. class
All drug or a class B drug.

(5) Notwithstanding subsection (4). a nurse. midwife or
dispenser may compound drugs that he or she is licensed to supply or
dispense in a drug shop under section 29.

39.  Promotion of drugs

A drug registered under this Act may subject to regulations made by
the Minister in consultation with the Authority. be promoted by giving
free samples of the drug o persons who may lawfully possess the
drug.

40. Loss of class Al drugs and class All drugs

{10 A medical practitioncr. dental practitioner or pharmacist
who supplics or dispenses a class Al drug or a class AIl drug shall.
upon the loss of that drug in his or her possession or control or of any
records kept under this Act in relation to that drug. report that loss to
the Authority. within seven davs of the loss. giving particulars of the
ingredients and quantities of the drug or the particulars of the records

lost.
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(2) A person who contravenes this section commits an offence
and is liabie on conviction. to a fine not exceeding two hundred [(ifty
currency points or to a term of imprisonment not exceeding scven
years or to both.

41.  Prescription drugs record

(1) Apharmacistin charge of a pharmacy and a person licensed
under section 29 to operate a drug shop shall keep in respect to the
drugs supplicd or dispensed at the pharmacy or drug shop respectively,
in the prescribed form. a prescription drugs record which shall indicate
the drug supplied or dispensed.

(2)  The prescription drugs record shall be open to inspection
by the Authority.

(3) A pharmacist or person licensed 1o operate a drug shop
who contravenes this section commits an offence and is liable on
conviction to a fine not exceeding three hundred currency points or
imprisonment not exceeding three vears, or both.,

42. Prohibition of supply or dispensing of drugs in certain cases
(1) The Authority may prohibit the supply or dispensing of a drug
where —

(a) the information provided for purposes of registration of
the drug is misleading:

(b) the use of the drug is likely to endanger the health of the
uscrs or cause other undesirable effects:

(¢) the specifications of the drug. which were {urnished to the
Authority for purposcs of registration of the drug, ditfer
from the specifications of the analysis of the drug obtained
trom samples of the drug from the retail suppliers of the
drug: or
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(d) the descriptive matter published in relation to the drug.
differs from that descriptive matter turnished 1o the
Authority.

(2}  Inthis scction ~sale™ means sell by wholesale or retail and
includes importation. advertising and delivering for sale,

43.  Recall of drugs

(1) Where the Authority determines that a drug do not conform
to the conditions of its registration or notification and where it is in
public interest that the drug should not be made available to the public.
the Authority shall—

(a) order the person granted a certificatc of registration.
nolification or listing. as the casc may be. or the authorised
representative of that person or the importer of the drug. 10
recall and destroy the affected batches of the drug. at their
OWn Cosl: or :

(b) order that the supply of the alfected batches of the drug be
discontinued.

(2) A person shall not import. supply or dispense any drug or
batch of a drug which is the subject of an order for recall made under
subsection (1) (a).

(3)  The Authority may order the destruction of a drug referred
to in subsection (1),

{4} Notwithstanding this section. a manufacturcr or person
granted a certificate of registration. notification or listing of a drug.
as the casc may be. or the authorized representative of that person
respectively. or the importer of a drug or batch of a drug. mav upon
notilication to the Authority. as may be prescribed. recall the drug or
batch of the drug [rom the market.
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{3) A person that contravenes this section commits an offence
and is liable on conviction—

{a) 1in case of a corporate body. to a fine not exceeding ten
thousand currency points; and

{b) In case of an individual. 1o a fine not exceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

44.  Withdrawal of drugs

(1} A person granted a certificate of registration. notification
or listing holder of a drug or the authorised represcntative of that
person or the importer, may upon notification to the Authority, as may
be prescribed. withdraw the drug (rom the market.

(2)  The Authority may where it deems fit and on its own
decision. withdraw a drug from the market.

{3) = The Authority shall remove from the register, the drug that
is withdrawn from the market under this section.

45.  Deception of consumers

{10 A person shall not package. label. advertise. supply or
dispense a drug in a manner that is false. misleading or deceptive or
that misbrands the drug as to its character. constitution. value, potency.
quality, composition merits or safety.

{2)  Forthepurposesofsubsection (1), adrugis misbranded™—

{a) if the drug is madc to appear 10 be of a better or greater
therapeutic valuc than it really is:

{b) ifthe drug is not labelled in the prescribed manner, or
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(¢) if the label or the container of the drug or anything

(3

accompanying the drug bears a statement. design or device
which makes a false claim for the drug. or which is false
or misleading.

A person that packages. labels. advertises. supplics or

dispenses a drug contrary 1o this section commits an offence and is
liable on conviction—

(a)

{(b)

in casc of a corporate body. to a fine not excceding ten
thousand currency points: and

in casc of an individual. 1o a fine not exceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

46. Advertisement of drugs

(1)

A person that intends to advertise a drug shall. upon

payment of the prescribed fees and using the procedure prescribed
by regulations made under this Act. submit the advertisement 1o the
Authority for approval,

(2)
(&)

(b

{c)

A person that intends to advertise a drug by-

publication of information on the drug or by promotion or
distribution of inlormation on the drug;

bringing to the notice of the public information on the
drug by causing or permitting to be published. promoted.
distributed. information on the drug: or

bringing to the notice of the public. information on the
drug in any other manner.

shall comply with the requirements prescribed by regulations made
under this Act.
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Notwithstanding subsection (2). a person —

shall not advertise or promote any drug or cause any
product to be advertised or promoted as a drug it that
product is not a drug: or

shall not advertise or promote any drug or cause any drug
to be advertised or promoted in such a way as to represent
the drug as usable for any purpose other than that for which
it has been registered.

A person that advertises a drug contrary to this section

commits an offence and is liable on conviction—

(a)

(b)

in case of a corperate body. to a fine not exceeding five
thousand currency points; and

in the case of an individual. 10 a fine not exceeding three

hundred currency points or imprisonment not exceeding

five vears. or both.

47.  Manufacture, distribution, importation, exportation, supply
and dispensing of falsified drugs prohibited
(1) A person shall not manufacture. distribute. import. export.
supply. dispense or offer for sale any falsified drug.

(2)

A drug shall be deemed to be falsificd where it is

deliberately and fraudulently mislabeled with respect to its identity or

source,
(3)
(a}
(b)
(c)

“Falsified drug™ includes—-
a drug with incorrect ingredients;
a drug with wrong ingredients;

a drug without active ingredients:
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(d) adrug with incorrect quantities of the active ingredients:
{e) an adultcrated drug: and

() adrug whosc packages arc not as prescribed.

(4)  For the purposcs of subsection (3)(¢). a drug shall not he
deemed to be adulterated only by reason of the fact that-

{a) therc 1s added to the drug some substance or ingredient
which is required for the manufacture or carriage of the
drug where the addition of the substance or ingredient is
not intended to increase the bulk. weight or measure of the
drug or to conceal the inferior quality or other defects of
the drug: or

(b) inthe process of manufacture. some extraneous substance
unavoidably became intermixed with the drug.

(5) A person that contravenes this section commits an oflence
and 1s liable on conviction—

(a} i casc of a corporate body. to a fine not exceeding twenty
thousand currency points: and

(b} in casc of an individual. 0 a fine not excceding five
thousand currency points or imprisonment not exceeding
fifteen years. or both.

48.  Supply or dispensing of substandard drugs pmhlhlted
(1) A person shall not—

(a) supply or dispense a drug which is not of the nature.
substance or quality specified in the prescription of the
purchaser or which is not demanded by the purchaser:
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(b} supply or dispense a drug which does not conform to the
standards on efficacy. safety and quality provided in an
authorised pharmacopoeia recognised by the Authority:

{¢) supply or dispense a drug which is not wholcsome or
which does not conform to the prescription under which it
is supplied or dispensed; or

(d)  supply.dispense or ofter or expose for supply or dispensing.
ot have possession of a drug for the purpose of supply or
dispensing the drug. where the composition of the drug is
affected by an addition to it or subtraction from it of any
substance.

(2)  Aperson shall not ofter for sale or administer to any person
any drug which is not fit for the intended purpose.

(3) A drug which is not [it for the intended purpose shall be
kept in a separate place labelled with the words *"not fit for intended
purpose”.

(4) For purposcs of subsection (2) and (3) "not fit for intended
purpose” means a drug which is not safe or efficacious or which is of
an undesired quality or which is expired.

(5) A person that contravenes this section commits an offence
and 1s liable on conviction—

(a) 1n case of a corporate body. to a fine not exceeding five
thousand currency points; and

(b) in case of an individual, to a fine not exceeding threce
thousand currency points or imprisonment not exceeding
five years. or both.
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49. Monitoring of drugs for quality

(1) A person that manufactures. distributes or imports drugs
shall. as may be prescribed by regulations made under this Act,
establish a system for monitoring the drugs,

{2)  The monitoring system reterred to in subsection (1), shall
be approved by the Authority and may be inspected by the Authority.
as may be prescribed.

(3)  The Authority may require a manufacturer or distributor
of drugs to provide for the placement of a unique identifier on the
package of each drug. as may be prescribed.

Part IV—Crinicar Trials

30. Authorisation to conduct clinical trials
(1) A person shall not conduct a clinical trial without the
authorisation of the Authority.

(2) A person that intends to conduct a clinical trial shall. upon
payment of the prescribed fees. make an application to the Authority
in a form prescribed by regulations made under this Act and the
appiication shall include the protocol for the field trial.

{3} Where a clinical trial is for a drug which is registered
under this Act. the clinical trial shall be for the aspects for which an
amendment of the registration is necessary or for the aspects that arc
not included in the registration.

(4) A person that conducts a clinical trial shall carry out safety
survelllance for the drug undergoing clinical trial.

{5)  The Authority shall authorise the conduct of a clinical trial
by issuing a clinical trial certificate and authorisation for a clinical trial
may be subject to conditions. which shall be included in the clinical
trial certificate.
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(6)  The Authority may—

(a) on application by the person to whom a certificate is
granted under subsection (5) and upon payment of the
prescribed fees, authorise any amendment to a clinical
trial protocol: or

(b) at its instance. direct any amendments 1o the c¢linical trial
protocol.

(7)  The Authority may. on application by the person to whom
a certificate is granted under subsection (5) and upon payment of the
prescribed fees, extend the duration of a ciinical trial,

(8)  The Authority may by notice. in writing, 10 the person
authorised to conduct a clinical trial. suspend or terminate a clinical
trial. in accordance with regulations made under this Act.

(9} The Authority shall monitor a clinical trial to ensure that—

(a) the subjects of the ¢linical trial and the general public are
protected against any risks that may result from the clinical
trial; and

(b) the specific and general conditions of the clinical trial arc
adhered to.

(10) A person that conducts a clinical trial in contravention of
this section commits an ollence and is liable on conviction—

(a) in case of a corporate body. to a fine not excecding ten
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
fifteen years, or both,
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51.  Good clinical practices
{1)  Aclinical trial shall comply with good clinical practices.
as may be prescribed by regulations made under this Act,

(2)  The person in charge of a clinical trial shall—

(a)  ensure that adequate protection. from the risks or adverse
events of the clinical trial. is provided to the subjects of a
clinical trial and the general public:

(b} ensure that the conditions of the clinical trial are adhered
10 by the person conducting the trial: and

(¢) report to the Authority. all adverse reactions and adverse
events. as may be prescribed by the regulations made
under this Act.

(3)  The Authority may. at any time. inspect the clinical trial
site to assess compliance with good clinical practices.

{4} A pcrson that conducts a clinical trial in contravention of
this section commits an offence and is Hable on conviction—

(a) In casc of a corporate body. to a fine not exceeding ten
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
fitteen years. or both.

PaRT V—PHARMACOVIGILANCT

52. Obligation for manufacturers efc. to establish. pharma-
covigilance systems
(1) A person that manufactures. distributes or imports
drugs shall. in accordance with regulations made under
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this Act. establish a pharmacovigilance system for the
monitoring of the drugs.

{2)  Where it is deemed necessary. the Authority may at any
time. request the person referred to in subsection (1) to conduct for
the drugs. a safety study or an cfficacy study. or a safety study and an
ethicacy study.

(3)  The pharmacovigilance system. shall be approved by the
Authority and may be inspected by the Authority. as may be prescribed.

(4)  Where a personreferred to in this section does not establish
a pharmacovigilance system. the Authority shall not issue a certificate
ot good manutacturing practices or may take any other action as may
be prescribed by regulations made under this Act.

53. Obligation of health care professionals to report adverse
reactions and adverse events of drugs

Ahcalth care professional shall. monitor the safety of the drugs supplied
or dispensed to a patient and where that health care professional
becomes aware of any adverse reaction or adverse event of drugs
arising from the usc of the drugs or which reveals any defect in the
drugs. the health care professional shall using the prescribed format.
make a report to the Authority.

54. Pharmacovigilance by the Authority
The Authority shall monitor and analyse the adverse reactions and

adverse events of drugs through—

(a) monitoring and analysing the adverse reactions or adverse
events of drugs;

(b) identifying the adverse events relating to clinical trials:
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cstablishing the causality of the adverse reactions or
adverse events and ensure that remedial action is taken:
and

sharing with regional and international safety monitoring
systems. nformation on adverse reactions and adverse
events and the remedial action taken.

Parr VI—ReGuarmos o Memcar, DiEviees

55. Classification of medical devices
For the purposcs of this Act. medical devices shall be classified as
shall be spectfied in regulations to be made under this Act.

56. Registration, notification and listing of medical devices

(1

A person shall not manufacture. distribute. import. export or

supply by wholesale or retail. a medical device unless the medical device
is registered. notified or listed. by the Authority. as the case may be.

2)

(a)

(b)

(¢)

(d)

3

Subsection (1) shall not apply-—

where a medical device is required by the Authority for
purposes ol registration. notification or listing under this
Act

where a medical device is required for purposes of
conducting a clinical trial:

with respect to importation. where a medical device is
mmported for personal use: or

where the manulacture or importation of a medical device
ts required for an emergency situation.

Any person that so wishes may. in the prescribed form and

on payment of the prescribed fees. make an application to the Authority.
for the registration. notilication or listing of a medical device.
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(4) The requircments for registration. notification and listing
of medical devices shall be prescribed by regulations made under this
Act and shall include—

(a)  the classes of medical devices to be registered. notified
and listed. respectively;

(b) the conditions for registration, notification and listing of
medical devices: and

{¢) the categories of businesses that may supply specified
classes of medical devices and the premises at which
specified classes of medical devices may be supplied.

(5) The Authority shall register. notify or list the medical
device that satisfies the requirements of this section and grant the person
who makes the application a certificate of registration. notification or
listing. as the case may be.

{6) A medical device that is registered. notified or listed under
this section shall for each financial year. be retained on the register
on the payment of the prescribed fees. by the person that causcd the
registration. notification or listing or by any other person. except where
the registration. notification or listing 1s cancelled or suspended by the
Authority.

(7)  Apersonthat manufactures. distributes. imports. exports or
supplics by wholesale or retail a medical device that is not registered.
notified or listed by the Authority commits an offence and is liable on
conviction—-

(a) in case of a corporatc body. to a finc not exceeding five
thousand currency points. and
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(b) in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not cxceeding
ten vears. or both.

57. Licence for the manufacture of medical devices
(1Y Aperson shall not manutacture a medical device without a
licence issued by the Authority,

{2) A person that seeks to manufacture a medical device shall.
on payment of the prescribed fees. make an application to the Authority,
in the format prescribed by regulations made under this Act.

(3)  The requirements for the manufacture of medical devices
including the requirement for inspection of the premises to be used for
the manufacture of medical devices and the requirement to establish
quality management systems shall be prescribed by regulations made
under this Act.

{4) The Authority shall grant a person that satsfies the
requirements of this scction. a licence for the manufacture of the
medical device specified in the licence.

(5)  A'person that manufactures a medical device contrary to
this section commits an ollence and is liable on conviction—

(a) 1n case of a corporate body. to a fine not exceeding five
thousand currency points: and

(b) in case of an individual. to a fine not cxceeding five
thousand currency points or imprisonment not exceeding
five years. or both,

58. Importation of medical devices
{1) A person shall not import a medical device without a
licence issued by the Authority. prior to the importation.
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(2)  Subsection (1) shall not apply —

{a)  where the importation of the medical device is required by
the Authority for purposes of registration. notification or
listing of the medical device under this Act:

{by where the medical device is imported for purposcs of
conducting a clinical trial:

(¢)  where the medical device is imported for personal use: or

{(dy  where the importation of the medical device is required for
an emergency situation.

(3) A person that sceks to import a medical device shall on
payment of the prescribed fees. make an application to the Authority.
in the format prescribed by regulations made under this Act.

(4) The requirements for the importation of medical devices.
including the conditions for importation. shall be prescribed by
regulations made under this Act.

(5} The Authority shall grant a person that satisfics the
requirements of this section. a licence to import the medical device
specified in the licence.

(6}  Where a medical device is imported into Uganda contrary
1o the provisions of this Act, the Authority shall—

(a) order the person granted a certilicate of registration,
notification or listing [or the medical device. as the case
may be. or the authorised representative of that person or
the importer of the medical device. to destroy the medical
device. at their own cost; or

(b) order the person granted a certificate of registration.
notification or listing for the medical device. as the case
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may be. or the authorised representative of that person
or the importer of the medical device, to re-export the
medical device to the country of import. at their own cost.

(7} Where medical devices are imported into Uganda contrary
to the provisions of this Act and the importer cannot be traced. the
Authority shall destroy the medical devices at its cost.

(8) A person that imports medical devices contrary to this
section commits an offence and is lable on conviction—

(@) In case of a corporate body. to a fine not exceeding five
thousand currency points; and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

59. Licence for the distribution of medical devices
(1) A person shall not distribute medical devices without a
licence issued by the Authority.

(2) A person that seeks to distribute medical devices shall. on
payment of the prescribed fees. make an application to the Authority,
in the format prescribed by regulations made under this Act.

(3) The requircments for the distribution of medical devices
including the requirement for inspection of premises 1o be used for
the distribution of medical devices shall be prescribed by regulations
made under this Act.

(4) The Authority shall grant a person that satisfies the
requirements of this section. a licence to distribute the medical devices
specified in the licence.
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(5} A person that distributes medical devices contrary 1o this
section commils an oflence and is liable on conviction -

{a) 1in casc of a corporate body. to a finc not exceeding five
thousand currency points: and

(b) in case of an individual. to a fine not cxceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

60. Licensing of premises to be used for wholesale of medical
devices
(1) The Authority shall license the premises to be used for the
business of wholesale of medical devices.

(2} The requirements for the supply of medical devices by
wholesale. including the requirement for inspection of premises to be
used prior to licensing, shall be prescribed by regulations made under
this Act,

(3) The Authority shall grant a person that satislies the
requirements of this section a licence to supply medical devices by
wholesale.

(4) A person issued with a licence to operate a business of
wholesale of medical devices shall be required to comply with good
storage practices and good distribution practice guidelines approved
by the Authority.

(3) A person that engages in the business of wholesale of
medical devices contrary to this section commits an offence and is
liable on conviction—

(a) in case of a corporate body. 10 a fine not exceeding five
thousand currency points: and
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(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

61. Reporting of defects and adverse events to the Authority

(1Y  Where the person granted a certificate of registration,
notification or listing for a medical device or the authorised
representative of that person or the importer of a medical device
becomes awarc of any adverse event arising from the use of the
medical device or where an adverse event reveals any defect in the
medical device. that person shall. using the prescribed [ormal. make a
report o the Authority,

{2) A health care professional shall. monitor the safety
of a medical device supplied to a paticnt and where a health care
professional becomes awarce of any adverse event arising from the use
of a medical device or where an adverse event reveals any defect in a
medical device. the health care professional shall. using the prescribed
format. make a rcport to the Authority.

62. Exportation of medical devices
(1) A person shall not export a medical device without a
licence issued by the Authority, prior to the exportation.

(2) A person that seeks to export medical devices shall. on
payment of the prescribed fees, make an application to the Authority.
in the format prescribed by regulations made under this Act.

(3} The requirements for the exportation of medical devices,
inciuding the conditions for exportation shall be prescribed by
regulations made under this Act.

{4) The Authority shall grant a person that satisfies the
requirements of this scction, a licence to export the medical device
specified in the licence,

6
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(5) A person that exports a medical device contrary to this
section commits an offence and 1s liable on conviction—

{a) in case of a corporate body. to a fine not exceeding h\a,
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

Pary VH —RuGrraron or Cosmetic PRomCTs

63. Classification of cosmetic products
For the purposcs of this Act. cosmetic products shall be classilied as
shall be specified in regulations to be made under this Act.

64. Rcgistration, noftification and listing of cosmetic products

(1) A person shall not manufacture, distribute. import, export
or supply by wholesalce or retail a cosmetic product unless the cosmetic
product is registered. notilied or listed by the Authority. as the case
may bc.

(2)  Subscction (1) shall not apply-

(a}  where a cosmectic product is required by the Authority for
purposcs of registration. notification or listing under this
Act;

(b} where a cosmetic product is required [or purposes of
conducting a clinical frial;

{¢)  with respect to importation. where a cosmetic product is
imported for personal use; or

(d) where the manulacture or importation of a cosmctic
product is required for an emergency situation,
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(3) Any person that so wishes may, in the prescribed form
and on payment of the prescribed fees, make an application to the
Authority. for the registration. notification or listing of a cosmetic product

(4) The requirements for registration. notification and listing
of cosmetic products shall be prescribed by regulations made under
this Act and shall include—

(a) the classes of cosmetic products to be registered. notified
and listed. respectively:

(b) the conditions for registration. notification and listing of
cosmetic products: and

{c) the categories of businesses that may supply specified
classes of cosmetic products and the premises at which
specified classes of cosmetic products may be supplied.

(5} The Authority shall register. notify or list the cosmetic
product that satisfies the requircments of this section and grant
the person who makes the application a certificate of registration.
notification or listing. as the case may be.

(6) A person that manutfactures, imports, exports. distributes
or supplies a cosmetic product that is not registered. notified or listed
by the Authority commits an oftfence and is liable on conviction—

(a) in casc of a corporate body, to a fine not exceeding five
thousand currency points: and

(by in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not exceeding
ten vears. or both.

65. Licence for the manufacture of cosmetic products
(1) Aperson shall not manufacture a cosmetic product without
a licence issucd by the Authority.
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(2)  Subsection (1) shall not apply for the manufacture of
samples of a cosmetic product for purposes of registration. notification
or listing of the cosmetic product or conducting a clinical trial tor the
cosmetic product.

(3) A person that seeks to manufacture a cosmetic product
shall. on payment of the prescribed fees. make an application to the
Authority 1n a format prescribed by regulations made under this Act.

{4)  Therequirements for the manufacture of cosmetic products
including the requirement for inspection of the premiscs to be used (or
the manufacture of cosmetic products and the requirement to establish
quality management systems shall be prescribed by regulations made
under this Act.

(5) The Authority shall grant a person that satisfics the
requirements of this section. a licence for the manufacture of the
cosmetic products specified in the licence.

(6) A person that manufactures a cosmetic product contrary to
this section commits an offence and is liable on conviction—

(a) in case of a corporate body. to a [ine not exceeding five
thousand currency points: and

(b) in case of an individual. to a finc not cxceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

66. Importation of cosmetic products
(1} A person shall not import a cosmetic product without a
licence issued by the Authority, prier to the importation,

(2)  Notwithstanding subscction (1). the Authority may for a
specified purpose. and subject to conditions the Authority may deem
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fit. authorise the importation ot a cosmetic product which is not
registered under this Act where the importation—

{a) is for purposes of conducting a clinical trial:
{b) is for personal use:
{c) isrequired for an emergency situation: or

(d) 1s required by the Authority for purposes of registering,
notifying or listing the cosmetic product.

(3) A person that seeks to import cosmetic products shall. on
payment of the preseribed fees. make an application to the Authority,
in the tormat prescribed by regulations made under this Act.

(4)  The requircments for the importation of cosmetic
products. including the conditions for importation. shall be prescribed
by regulations madc under this Act.

{5) The Authority shall grant a person that satisfics the
requirements of this scetion. a licence to import the cosmetic products
specified in the licence.

(6) Where a cosmetic product is imported into Uganda
contrary 10 the provisions of this Act. the Authority shall—

(a) orderthe person granted a certificate of registration. notification
or listing for the cosmetic product, as the case may be, or
the authorised representative of that person or the importer
of the cosmetic product. to destroy the cosmetic product,
at their own cost: or

(b) order the person granted a certificate of registration.
notification or listing for a cosmetic product. as the case
may be. or the authorised representative of that person or the
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importer of the cosmetic product, to re-export the cosmetic
product to the country of import. at their own cost.

(7)  Where cosmetic products are tmported into Uganda
contrary to the provisions of this Act and the importer cannot be traced.
the Authority shall destroy the cosmetic products at its cost.

(8) A person that imports a cosmetic product contrary to this
section commits an offence and is liable on conviction- -

(a) in casc of a corporate bedy. to a {fine not exceeding five
thousand currency points: and

(b} in case of an individual. to a fine not cxceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

67. Power of Minister to prohibit importation of cosmetic
products

The Minister may. on the advice of the Authority. by notice in three

newspapers of nationwide circulation. prohibit the importation of a

cosmetic product where—

(a) the Minister is satisfied that the use of the cosmetic product
is likely 1o cause risk to human beings;

(by the cosmetic product contains ingredients. in such quantity
for which there is no justification and the ingredients arc
likely to cause risk to human beings,

and that in the public interest it is nccessary or expedicnt to prohibit
the importation of the cosmetic product.

68. Licence for the distribution of cosmetic products
(1Y A person shall not distribute cosmetic products without a
licence issucd by the Authority.

61



National Drug and Health Products
Bill No. 19 Authority Bill 2025

(2) A person that seeks to distribute cosmetic products shall,
on payment of the prescribed fees. make an application to the Authority
in a format prescribed by regulations made under this Act.

(3)  The requirements for the distribution of cosmetic products
including the requircment for inspection of premises to be used for the
distribution of cosmetic products shall be prescribed by regulations
madc under this Act.

{4y The Authority shall grant a person that satisfies the
requirements of this section. a licence to distribute cosmetic products.

(5) A person that distributes cosmetic products contrary 1o
this section commits an offence and is liable on conviction—

(@) in case of a corporate body. to a fine not exceeding five
thousand currency points: and

{b) in case of an individual. to a finc not exceeding five
thousand currency points or imprisonment not ¢xceeding
five vears. or both,

69. Exportation of cosmetic products
(1) Aperson shall not export a cosmetic product from Uganda
without a licence issued by the Authority, prior to the exportation.

(2) A person that seeks to export cosmetic products shall. on
payment of the prescribed fees. make an application to the Authority.
in the format prescribed by regulations made under this Act.

(3) The requirements for the exportalion of cosmetic
products. including the conditions for exportation shall be prescribed
by regulations made under this Act.

(4) The Authority shall grant a person that satisfies the
requircments of this section. a licence to export the cosmetic product
specified in the licence.
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A person that exports cosmetic products contrary to this

section commits an offence and 1s liable on conviction--—

(a)

(b)

in case of a corporate body. 10 a fine not exceeding five
thousand currency points: and

in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

Part VIII —Reauianion Pusiic Heaty Propucrs

70. Categories of public health products
For purposcs of this Act., public health products shall be categorised
in regulations to be made under this Act. as specified in this section—

(a)

(h)

category 1 public health products. which shall comprise
of public health products which require listing by the
Authority prior to manufacture. importation. exportation.
distribution or supply:

category 2 public health products. which shall comprise
of public health products which require notification by the
Authority prior to manufacture. importation. exportation.
distribution or supply and which include

(1) cleaning products  which  contain  as  active
ingredients. anionic or nonionic surfactants:

(11) adhesives which contain as active ingredients., alkyl
cvanoacrylate; and

(iii) swimming poo! disinfectants which contain  as
active ngredients. caleium hypochlorite. sodium
hypochlorite. dichloroisocyanuric acid and its salts
or trichloroisocvanuric acid;
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category 3 public health products which shall comprise
public health products which are required to be registered
by the Authority prior to manufacture. importation.
exportation. distribution or supply and which inciude—

(1) household pesticides or public hecalth pesticides
containing as active ingredients. chlorpyrifos or
pyvrethroids: and

(n} cleaning products and disinfectants containing as
active ingredients, acids. alkalines or aldehydes;

category 4 public hcalth  products which  shall
comprise public health products whose importation.
exportation and possession is prohibited. including
dichlorodiphenyltrichloroethane  (DDT).  disulfoton.
chlordanc. dieldrin and neonicotinoids.

71.  Registration, notification and listing of public health products

(1

A person shall not manufacture. distribute. import. export

or supply by wholesale or retail a public health product unless the
public health product is registered. notified or listed by the Authority.
as the case may be.

2)
(a)

(b)

(©)

(d)

Subsection (1) shall not apply—

where the public health product is required by the Authority
for purposes of registration. notification or listing under
this Act;

where the public health product is required for purposes of
conducting a clinical trial;

with respect to importation. where the public health
product 1s imported for personal usc; or

where the manufacture or importation of the public health
product is required for an emergency situation.
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(3) Any person that so wishes may. in the prescribed form
and on payment of the prescribed fees. make an application to the
Authority, for the registration. notification or listing of a public health
product.

{4) The requirements for registration. notification or listing of
a public health product shall be prescribed by regulations made under
this Act and shall include

{a) the categorics of public health products to be registered.,
notified and listed:;

(b) thc conditions for rcgistration. notification and listing of
public health products: and '

(¢) the categories ol businesses that may supply specified
classes ot public hecalth products and the premises at
which specified classes of public health products may be
supplied.

(5} The Authority shall register. notify or list the public
health product that satisfies the requirements of this section and grant
the person who makes the application a certificate of registration,
notilication or listing. as the case may be.

(6)  Apersonthat manufactures, imports. ¢xports. distributes or
supplics a public health product that is not registered. notified or listed
by the Authority commits an oftence and is liable on conviction—

(a} in casc of a corporate body. to a fine not exceeding five
thousand currency points: and

(by in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not ¢xcecding
ten vears, or both.
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72.  Licence for the manufacture of public health products
(1) A person shall not manufacture a public health product
without a Hcence issued by the Authority.

(2)  Subsection {1} shall not apply to the manufacturc of
samples ot a public health preduct for purposes of conducting a clinical
trial for the public health product,

{3) A person that seeks to manufacture a public health product
shall. on payment of the prescribed fees. make an application to the
Authortty in a format prescribed by regulations made under this Act.

(4) The requirements for the manufacture of public health
products including the requirement for inspection ot the premises to be
used for the manufacture of public health products and the requirement
to cstablish quality management systems shall be prescribed by
regulations made under this Act.

{5) The Authority shall grant a person that satisfies the
requircments of this section. a licence for the manufacture of the
public health products specified in the licence.

(6)  Apersonthat manufactures a public health product contrary
to this section commits an offence and is liable on conviction—

(a) in case of a corporate body. to a finc not exceeding five
thousand currency points: and

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not ¢xceeding
five years. or both,

73. Importation of public health products
(1) A person shall not import a public health product without
a licence issucd by the Authority, prior to the importation.
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(2)  Subsection (1) shall not apply where the importation—

{a) is required by the Authority for purposes of registration.
notification or listing under this Act;

(b) s for purposes of conducting a clinical trial for the public
health produet: or

{c) isrequired for an emergency situation.

{(3) A person that seeks to import public health products shall.
on payment of the prescribed {ees. make an application to the Authority
in the format prescribed by regulations made under this Act.

(4)  The requircments [or the importation of public health
products, including the conditions for importation. shall be prescribed
by regulations made under this Act.

{5) The Authority shall grant a person that satisfics the
requirements of this section, a licence to import the public health
products specified in the licence.

(6)  Where a public health product is imported into Uganda
contrary to the provisions of this Act. the Authority shall--

(a) order the person granted a ccrtificate of registration.
notification or listing for the public health product. as the
case may be. or the authorised representative of that person
or the importer of the public health product. to destroy the
public health product. at their own cost: or

(b) order the person granted a certificate of registration.
notification or listing. for the public health product. the
casc may be. or the authorised representative of that person
or the importer of the public health product. to re-export
the public health product to the country of import. at their
OWT1 COSt.
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(7)  Where a public health product is imported into Uganda
contrary to the provisions of this Act and the importer cannot be traced.
the Authority shall destroy the public health product at its cost.

(8) A person that imports a public health product contrary to
this section commits an offence and 1s liable on conviction—
(a} in case of a corporate body. 10 a {ine not exceeding {ive thousand
currency points: and
(b) in case of an individual. to a fine not exceeding five thousand
curreney points or imprisonment not exceeding five vears. or both.

74. Licence for the distribution of public health products
{1}  Aperson shall not distribute public health products without
a licence issucd by the Authority.

{2) A person that seeks to distribute public health products
shall. on payment of the prescribed {ees. make an application to the
Authority in a format prescribed by regulations made under this Act.

(3) The requirements for the distribution of public health
products including the reguirement for inspection of premises to be
used for the distribution of public health products shall be prescribed
by regulations made under this Act.

(4) The Authority shall grant a person that sanshes the
requirements of this section. a licence to distribute public health products.

(5)  Aperson that distributes public health products contrary to
this section commits an offence and is liable on conviction

(a) in case of a corporate body. to a fine not exceeding five
thousand currency points; and

{b) in case of an individual. to a fine not exceeding {ive thousand

currency points or imprisonment not exceeding five years, or both.
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75. Expeortation of public health products
(1) A person shall not export a public health product from
Uganda withoutalicence issued by the Authority. prior to the exportation.

(2) A person that seeks to export public health products shall,
on payment of the prescribed fees. make an application to the Authority
in the format preseribed by regulations made under this Act.

(3) The requirements for the exportation of public health
products. including the conditions for exportation shall be prescribed
by regulations made undcr this Act.

(4) The Authority shall grant a person that satisfies the
requirements of this scction. a licence 10 export the public health
products specified in the licence.

(5} A person that exports public health products contrary to
this section commits an offence and is liable on conviction—

(a) 1n casc of a corporate body. to a fine not exceeding five
thousand currency points: and

{b) in case of an individual. to a finc not cxceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

Part IX—RecuraroN of NUTRITIONAL SUPELEMENTS

76. Classification of nutritional supplements
For the purposes of this Act. nutritional supplements shall be classified
as may be specified in o be made regulations made under this Act.

77. Registration, notification and listing of nutritional
supplements
(1} A person shall not manufacture. distribute. import. export
or supply by wholesale or retail. nutritional supplements unless the
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nutritional supplement is registered. notified or listed. by the Authority,
as the case may be,

(2)
(a)

(3)

Subsection (1) shall not apply—

where the nutritional supplement is required by the
Authority for purposes of registration. notification or
listing of the nutritional supplement under this Act;

where the nutritional supplement is required for purposes
of conducting a clinical trial:

with respeet to  importation. where the nutritional
supplement is imported tor personal use: or

where the manufacture or importation of the nutritional
supplement is required for an ecmergency situation,

Any person that so wishes may. in the preseribed form

and on payment of the prescribed fees. make an application to the
Authority. for the registration. notification or listing of a nutritional
supplement.

(4

The requirements for registration. notification and listing

of nutritional supplements shall be preseribed by regulations made
under this Act and shall in¢clude-—

(a)

the classes of nutritional supplements 10 he registered,
notified and listed. respectively:

the conditions for registration. notification or listing of
nutritional supplements; and.

the categories of businesses that may supply specificd
classes of nutritional supplements and the premises at
which specified classes of nutritional supplements may be
supplied
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(5)  The Authority shall register. notify or list the nutritional
supplement that satisfies the requirements of this scction and grant
the person who makes the application a certificate of registration.
notification or listing. as the case may be.

(6) A person that manufactures, imports. exports. distributes
or supplies nutritional supplements that is not notified or listed by the
Authority commits an offence and is liable on conviction—

{a) in case of a corporate body. to a finc not exceeding five
thousand currency points: and

(b) in casc of an individual. to a fine not exceeding five
hundred currency points or imprisonment not exceeding
ten years. or both.

78.  Licence for the manufacture of nutritional supplements
(1) A person shall not manufacture nutritional supplements
without a [icence issued by the Authority.

{2) Subscction (1) shall not apply to the manufacture of
samples of a nutritional supplement for purposes ot conducting a
clinical trial for the nutritional supplement.

(3 Apersonthat seeks to manufacture a nutritional supplement
shall. on payment of the prescribed fees. make an application to the
Authority in a format prescribed by regulations made under this Act.

(4) The requirements for the manufacture of nutritional
supplements including the requirement for inspection of premises
to be used for the manulacture of nutritional supplements and the
requirement lo establish quality management systems shall be
prescribed by regulations made under this Act.

(5) The Authority shall grant a person that satishes the
requircments of this section. a licence for the manufacture of the
nutritional supplements specified in the licence,
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(6) A person that manufactures nutritional supplements
contrary to this section commits an offence and is liable on conviction—

(a) In casc of a corporate body, to a fine not exceeding five
thousand currency points: and

(b) in case of an individual, to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

79. Importation of nutritional supplements
(1) A person shall not import a nutritional suppiement without
a licence issued by the Authority, prior to the importation.

(2)  Notwithstanding subsection (1). the Authority may for a
specified purpose. and subject to conditions the Authority may deem
fit. authorise the importation of a nutritional supplement which is not
registered. notified or listed under this Act where—

(a)  the importation is required for the purposes ol conducting
a clinical trial;

(b) the importation is for personal use;
(¢) the importation 1s required for an emergency situation: or
(d)  the importation is for purposes of registering. notifving or

listing the nutritional supplement.

(3) A person that sceks to import a nutritional supplement
shall, on payment of the prescribed fees. make an application to the
Authortty in the format prescribed by regulations made under this Act.

(4) The requirements for the importation of nutritional
supplements. including the conditions for importation. shall be
prescribed by regulations made under this Act.
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(5) The Authority shall grant a person that satisfies the
requirements of this section. a licence to import nutritional supplements,

(6)  Where nutritional supplements arc imported into Uganda
contrary to the provisions of this Act. the Authority shall—

(a) order the person granted a certificate of registration.
notification or listing for the nutritional supplement. as
the casc may be. or the authorised representative of that
person or the importer of the nutritional supplement. to
destroy the nutritional supplement. at their own cost: or

(b) order the person granted a certificate of registration,
notification or listing for the nutritional supplement. as
the casc may be. or the authorised representative of that
persen or the importer of the nutrittonal supplement. to re-
export the nutritional supplement to the country of import.
at their own cosl.

(7)  Where nutritional supplements are imported into Uganda
contrary to the provisions of this Act and the importer cannot be traced.
the Authority shall destroy the nutritional supplements at its cost.

(8) A person that imports nutritional supplements contrary to
this scetion commits an offence and is liable on conviction—

(a) in casc of a corporate body. to a fine not exceeding five
thousand currency points: and

(b) in case of an individual. to a fine not cxceeding five
thousand curreney points or imprisonment not cxceeding
five years. or both.

80. Liccence for the distribution of nutritional supplements
(1) A person shall not distribute nutritional supplements wit-
hout a licence issued by the Authority.
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(2) A person that seeks to distribute nutritional supplements
shall. on payment of the prescribed fees. make an application to the
Authority in a format prescribed by regulations made under this Act.

(3} The requirements for the distribution of nutritional supple-
ments including the requirement for inspection of premises to be used
for the distribution of nutritional supptements shall be prescribed by
regulations made under this Act.

{4)  The Authority shall grant a person that satisfies the requi-
rements of this section. a licence to distribute nutritional supplements,

(5)  Aperson that distributes nutritional supplements contrary
Lo this section commits an offence and is liable on conviction —

(a) in case of a corporate body. to a finc not exceeding five
thousand currency points; and

(b)  incase of an individual. to a fine not exceeding five thou-
sand currency points or imprisonment not exceeding five
years. or both,

81. Exportation of nutritional supplements
(1} Aperson shall not export a nufritional supplement without
a licence issued by the Authority. prior to the exportation.

(2) A person that seeks to export nutritional supplements
shall. on payment of the prescribed fees. make an application to the
Authority. in the format prescribed by regulations made under this
Act.

(3) The requircments for the exportation of nutritional
supplements. including the conditions for c¢xportation shall be

prescribed by regulations made under this Act.
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{4)  The Authority shall grant a pcrson that satisfies the
requircments of this section. a licence to export the nutritional
supplements specified in the licence.

(5) A person that exports nutritional supplements contrary to
this section commiis an offence and 1s hable on convictionn—

(a) in case of a corporate body. to a fine not exceeding five
thousand currency points; and

(by in case of an individval. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
five years. or both.

Part XIT-Gruneral ReGguranon oF Meoicar, Divices.,
Cossine Propuors, Puslic Hearmo
Propucrs AND NUMRITIONAL SUPPLEMENTS

82. Application of Part

This Part shall. cxcept where specifically provided. apply to medical
devices. cosmetic products. public health products and nutritional
supplements. which shall in this Part be referred to as “regulated
products™.

83. Conformity to standards of the Uganda National Bureau of
Standards Act, Cap. 210
(1) Prior to the application of this Act. a regulated product
shall where applicable. conform 1o the standard prescribed under the
Uganda National Bureau of Standards Act.

(2)  The Authority shall inspect the premises where a regulated
product is manufactured. distributed or supplied. for conformity of the
regulated product to the standard referred to in subsection (1).
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(3) A person that manufactures, imports, exports, distributes
or supplies a regulated product that does not contorm to the prescribed
standard commits an offence and is on conviction liable ton—

{a) In case of a corporate body, to a fine not exceeding five
thousand currency points: and

(b) in case of an individual. to a fine not cxceeding five
thousand currency points or imprisonment not exceeding
five vears. or both.

84. Obligation for manufacturers efc. to establish monitoring
systems and monitoring of regulated products by the
Authority
(I} A person that manufactures. distributes or imports a

regulated product shall. as may be prescribed by regulations made

under this Act. establish a system for monitoring the regulated product,

(2)  The monitoring system referred to in subsection (1), shall
be approved by the Authority and may be inspected by the Authority.
as may be prescribed.

{3y The Authority may require a manufacturer or distributor of
a regulated product to provide for the placement of a unique identifier
on the package of each rcgulated product, as may be prescribed by
regulations.

(4)  The Authority shall—

(a) moniter and analyse the adverse events and as may be
applicable. the adverse reactions ot using a regulated
product;

(b} establish the causality of the adverse events and as may be
applicable. the adverse reactions and ensure that remedial
action is taken: and
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(¢} share information on the matters specified in this
subscction. with regional and international safcty
monitoring systems.

(5) A person that contravenes subsection (1) or (3) commits
an otfencc and is liable on conviction—

{a) in case of a corporate body. to a finc not exceeding five
thousand currency points; and

(b) in case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not exceeding,
five years. or both.

85.  Duty to maintain records of supply

A person granted a certificate of registration. notification or listing for
a regulated product or the authorised representative of that person or
the importer. manufacturer, distributor or supplicr or dispenser of a
regulated product shall keep a record of the supply of the product. and
where required. produce the records for inspection by the Authority.

86. Conditions for licences and certificates for drugs, medical
devices, cosmetic products, public health products and
nutritional supplements
(1) The Authority may attach any conditions 1o a licence or

certificate that it thinks necessary. and may from time to time vary

the conditions of a licence or certificate. as may be prescribed by the
regulations made under this Act,

(2) A licence or certificate issucd under this Act may be
renewed. upon payment of the prescribed fees. using the procedure
prescribed by regulations made under this Act.

(3) The Authority may suspend or cancel a licence or a
certificate issued for a regulated product where the conditions subject
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to which the licence or certificatc was issued are not complied with
or where a person docs not comply with any provision of this Act or
regulations made under this Act.

87. Packaging and labelling of regulated products
(1) Aregulated product shall be packaged and labelled as may
be prescribed by regulations made under this Act,

{2) A person that manufactures. exports. imports. distributes
or supplies a regulated product that is not packaged or labelled as
prescribed commits an offence and is lable on conviction—

(a) in case of a corporate body. to a finc not exceeding five
thousand currency points: and

(b) in casc of an individual. to a fine not exceeding three
thousand currency points or imprisonment not ¢xceeding
five years. or both.

88. Compliance with good manufacturing practices in Uganda

(1) The manufacturers of drugs. medical devices, cosmetic
products. public health products and nutritional supplements in
Uganda shall comply with good manufacturing practices, prescribed
by regulations made under this Act or approved by the Authority.

(2) A manufacturer that sceks to be issued with a certificate ol
compliance with good manufacturing practices shall. upon payment of
the prescribed tees. make an application to the Authority in the form
and manncr prescribed by the Authority,

{3) For the avoidance of doubt. the Authority shall not issuc
a certificate of complhance with good manufacturing practices except
where the person has a licence to manufacture drugs. medical devices.
cosmetic products. public health products and nutritional supplements,
as the case may be. issucd under this Act.
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(4)  Where the drugs. medical devices. cosmetic products,
public health products or nutritional supplements to be imported into
Uganda. the manufacturer shall comply with the good manufacturing
practices determined by the Authority.-

{5) A certificate of good manufacturing practice issued under
this section. shall be valid for the period specified in the certificate and
shall be subject to revicw. as may be prescribed by regulations made
undcr this Act.

89.  Compliance with good storage practices and good distribution
practices
(1y  Adistributor of drugs. medical devices. cosmetic products.
public health products or nutritional supplements in Uganda shall
comply with good storage practices and good distribution practices. as
may bhe prescribed by regulations made under this Act.

(2) A person that seeks to be issucd with a certificate of
compliance with good storage practices and good distribution practices
shall. upon payment of the prescribed {ees. make an application to the
Authority in the form and manner prescribed by the Authority.

{3) Tor the avoidance of doubt. the Authority shall not issue
a certificate of compliance with good storage practices and good
distribution practices except where the person has a licence to distribute
drugs. medical devices, cosmetic products. public health products or
nutritional supplements. as the case may be. issued under this Act.

(4)  Acertificate of good storage practice and good distribution
practice issued under this section. shall be valid for the period specified
in the certificate and shall be subject to revicw. as may be prescribed
by regulations made under this Act.
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90. Authorisation to conduct clinical trials or field trials for
regulated products
{1y A person shall not without the authorisation of the
Authority—

(a) conduct a clinical trial for medical devices. cosmetic
products or nutritional supplements: or

(b) conduct a field trial for public health products.

(2)  Apersonthat intends to conduct a clinical trial or field trial
for a regulated product shall upon payment of the preseribed fee. make
an application to the Authority in a form prescribed by regulations
made under this Act.

(3)  Where a clinical trial or field trial is for a regulated product
which is registered. notificd or listed under this Act. as the case may
be. the clinical trial or field trial shall be for the aspect for which an
amendment of the registration. notification or listing is necessary or
[or the aspect that was not included in the registration. notification or
listing.

(4)  The Authority shall authorise the conduct of a clinical trial
or ficld trial by issuing a clinical trial certificate or field trial certificate
and authorisation for a clinical trial or field trial may be subject to
conditions. which shall be included in the certificate.

{5)  The Authority may. on application by the person to whom
a certificate is granted under subsection (4) or at the instance ol the
Authority. authorise or direct, as the ¢ase may be, any amendments to
the clinical trial protocol or field trial protocol.

(6)  The Authority may. on apptication by the person to whom
a certificate is granted under subsection (4) and upon payment of the
prescribed tees. extend the duration ot a clinical trial or field trial.
80



Nuational Drug and Health Products
Bill No. 19 Authority Bill 2025

{7)  The Authority may by notice. in writing. to the person
authorised to conduct a chnical trial or field trial. suspend or terminate
a clinical trial or field trial. in accordance with regulations made undcr
this Act.

(8) The Authority shall monitor a clinical trial or field trial to
ensure that—

{a) the subjects of the clinical trial or field trial and the general
public are protected against any risks that may result from
the clinical trial or field trial; and

(b)Y the conditions of the clinical trial or field trial are adhered
to.

(9} A person that conducts a clinical trial or field trial in
contravention of this section commits an olfence and is liable on
conviction—

(a) i case of an individual. to a fine not excecding five
thousand currency points or imprisonment not exceeding
fifteen years, or both: or

(b} in case of a corporate body. to a line not exceeding ten
thousand currency points.

%1. Good clinical practice

(1) A clinical trial conducted under section 90 shall comply
with good clinical practices. as may be prescribed by regulations made
undcr this Act.

(2)  The person in charge of a clinical trial shall—

{a) cnsurc that adequate protection, from the risks or adverse
events of the clinical trial. is provided for the subjects of a
clinical trial and the general public:
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(b) ensure that the conditions of the ¢linical trial are adhered
to by the person conducting the trial; and

(¢) report to the Authority. all adverse reactions and any
adverse cvents. as the case may be. using the procedures
prescribed by regulations madce under this Act.

(3)  The Authority may, at any time, nspect the clinical trial
site to assess compliance with the good clinical practices.

(4) A person that conducts a clinical trial in contravention ol
this section commits an offence and is liable on conviction-

(a) in case of a corporate body, to a fine not exceeding ten
thousand currency points; or

(b) in case of an individual. to a fine not exceeding five
thousand currency points or imprisonment not exceeding
fiftecn vears. or both.

92. Recall of regulated products

(1) Where the Authority determines that a regulated product
does not conform o the conditions of its registration. notification or
listing. as may be applicable and where it is in public interest that
the regulated product should not be made available to the public. the
Authority shall—

(a) order the person granted a certificate of registration,
notification or listing for the regulated product. or the
authorised representative of that person or the importer of
the regulated product. to recall and destroy the aflected
batches of the regulated product, at their own cost: or

(b} orderthat the supply of the affected batches of the regulated
product be discontinued.
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{2) A person shall not import or supply a regulated product or
a batch of the rcgulated product which is the subject of an order for
recall made under subsection (1) (a).

(3)  The Authority may order the destruction of the regulated
product referred to in subsection (1).

(4) Notwithstanding this section. the manufacturer ot a
regulated product or the person granted a certificate of registration.
notification or listing for a regulated product, or the authorized
representative of that person or the importer of a regulated product
or of a batch of a regulated product. may upon notification to the
Authority. as may be prescribed, recall from the market. the regulated
product or the batch of the regulated product.

(3} A person that imports or supplies a regulated product
contrary 1o subsection (2} commits an offence and is liable on
conviction—

(a} in case of a corporatc body. to a fine not exceeding ten
thousand currency points: and

(b) in casc of an individual. to a fine not exceeding five
thousand currency points or imprisonment not cxceeding
five years. or both.

93.  Withdrawal of regulated product

(I) A person granted a certificate of registration. notification
or listing for a regulated product or the authorised representative of that
person or the importer of a regulated product may upon netification to
the Authority. withdraw the regulated product from the market.

(2) The Authority may where it deems (it and on its own
decision. withdraw a regulated product from the market.
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(3) A regulated product that is withdrawn under this section
shall be removed from the register.

94. Prohibition of supply of regulated products in certain cases
The Authority may prohibit the supply of a regulated product
where—

(a) the information provided for purposes of registration.
notification or listing of the regulated product. as the case
may be. is misleading;

(b)  the use of the regulated product is likely to endanger the
health of the users or cause other undesirable effects:

(c) the specifications of the regulated product. which were
furnished to the Authority for purposes of registration.
notification or listing of the regulated product, differ [rom
the specifications ol the analysis of the regulated product
obtained from samples of the suppliers of the regulated
product: or

(d) the descriptive matter published in relation to the regulated
product differs {rom that descriptive matter furnished to
the Authority.

95. Deception of consumers

(1) A person shall not package. label. advertise or supply a
regulated product in a manner that is falsc, misleading or deceptive or
that misbrands the regulated product as to its character. constitution.
value. potency. quality. composition. merits or safety.

{2}  For the purposes of subsection (1). a regulated product is
“misbranded”— '

(a) 1l the regulated product is not labelled in the prescribed
manner; or
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(by if the label of the container of the regulated product or
anything accompanying the regulated product bears a
statement. design or device which makes a false claim for
the regulated product. or which is false and misleading.

(3) A pcrson that packages. labels. advertises or supplies a
regulated product contrary to this section commnuits an offence and is
liable on conviction—

(a) in case of a corporate body. to a fine not exceeding five
thousand currency points: and

(b in casc of an individual. to a fine not excceding five
thousand currency points or imprisenment not exceeding
five years. or both.

96. Advertisement of regulated products
(1) A person shall not advertise -

(a) a regulated product or cause any other productl to be
advertised as a regulated product: or

(by a regulated product or cause a regulated product o be
advertiscd in such a manner that represents the regulated
product as being usable for a purpose other than the
purposc for which it was been registered. notified or histed.

(2y A person shall not advertise a regulated product or cause a
regulated product to be advertised in a talse or misleading way.

{3) For the purposes of subsection (2). an advcrtisement
ol any regulated product is taken to be false or misicading if the
advertisement - -

{a) falscly dcscribes the regulated product or gives any false
information concerning the regulated product: or
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(b)

(4)
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is likely to create an erroneous impression regarding the
formulation. composition. design specification, quality.

safety. efficacy or use of the regulated product.

Apersonthatadvertisesaregulated product in contravention

ol this section commits an offence and is iable on conviction—

(a)

(b)

in case of a corporate body. to a fine not exceeding five
thousand currency points; and

in the case of an individual. to a fine not exceeding five
hundred currency points or imprisonment not exceeding
five years. or both.

97.  Prohibition of falsified regulated products

(1)

A person shall not manufacture. import. supply. possess or

offer for sale any regulated product that is falsificd.

(2)
(a)

(b)

{c)

Arcgulated product shall be deemed to be falsified where—

it is deliberately or fraudulently mislabeled with respect
to its identity or source;

it 1s likely to deceive. or bears on its label or container the
namc of another regulated product unless it is plainly and
conspicuously marked so as to reveal its true character and
its lack of identity with any other regulated product;

the label or container bears the name of an individual or
a corporatce body which is fictitious or that does not exist
and purports that the individual or corporate body is the
manutacturer of the regulated product;

it purperts to be a product of a manutacturer of which it is
not: or

itis a regulated product which or the container or labelling

of which. without authorisation. bears a trademark. trade
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name or any other identifying mark of another person.
imprint, or device.

(3) A person that manufactures. imports. exports. distributes.
supplics or offers for sale a regulated product that is falsified commits
an offence and is liable on conviction--

(a) in casc of a corporatc body. 10 a fine not exceeding five
thousand currency points: and

(by in case of an individual. 1o a fine not exceeding five
thousand currency points or imprisonment not exceeding
fiftcen years. or both.

98. Prohibition of supply of substandard regulated products
(1Y A person shall not—

(a) supply a regulated product which is not of the naturc.
substance or quality specified in a prescription or which
15 not of the nature. substance or quality demanded by the
purchaser:

{b) supply a regulated product which does not conform to the
standards recognised by the Authority;

{c} supply any rcgulated product which is not wholesome or
which does not conform to the prescription under which it
is supplied: or

(d) supply or ofter or expose for supply. or have in his or
her possession for the purpose of supply. any regulated
product whose composition is affected by an addition to it
or subtraction from it of any component.

(2) A person shall not use or ofter for sale or administer to any
person or for any person a regulated product which 1s not fit for the
intended purpose.

87



Nutional Drug and Health Producty
Bill No. 19 Authority Bill 2025

(3) For purposes ol subsection (2) “not fit for the intended
purpose” means a regulated product which—

(a) is malfunctional;
(b) is not safe or efficacious:
(c) 1s of an undesired quality; or

(d) 1scxpired.

(4) A person that contravenes this section commits an offence
and is liable on conviction—

{(a) in case of a corporate body. to a fine not exceeding five
thousand currency points: and

(b) in case of an individual. 10 a fine not exceeding three
thousand currency points or imprisonment not exceeding
five years. or both.

Part XI= T Narional Drue ane Hear
Propuers Lasorarory

99. Establishment of the National Drug and Health Products
Laboratory
(1) There is established the National Drug and Health Products
I.aboratory of the Authority 1o be used to test and analyse the products
regulated under this Act.

(2)  lor the purposcs of subsection (1), the Authority shall
assign analysts to test and analyse the products regulated under this
Act and to make reports of the tests and analyses.

(3) Any report of a test or analysis shall be prima facic
evidence of the facts stated in it and may be used as evidence in court,

(4) Notwithstanding this section. the Authority may request
another laboratory to test or analysc a product on behalf of the
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Authority and where the Authority so requests. the report of the test
or analysis shall be adopted by the Authority and shall be prima facie
evidence ol the facts stated in it and may be used as evidence in court.

PART XIT—ADMINISTRATION AND ENFORCTMENT OF
A(_"i' I3y THi: Al HTTORITY

100. Appointment of inspectors
(1) For purposcs of cnsuring compliance with this Act. the
Authority shall appoint inspectors.

(2) A person appointed inspector shall be a person qualified in
the ficld tor which an inspection is to be conducted or is required.

(3)  Aninspector shall produce ondemand. a duly authenticated
document showing that the person is authorised to exercise the powers
of inspector specified in the section 101.

101. Power of inspectors
(1}  For the purposes of ensuring compliance with this Act. an
inspector may at any time—

(a) enter any premises where a product regulated under this
Act is manufactured. stored or supplied or enter any vessel
where a product regulated under this Act 1s transported.
and if satisficd that there is contravention of this Act—

(i}  seize and retain the product which appears to the
inspector 1o be unlit for the intended purpose: or

(11)  purchase or take a sample ot the product or any
substance capable of being used in the preparation
of the product. for testing and analysis in accordance
with section 99;
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(b) refuse entry into Uganda of a product regulated under this
Act, where that product is tound to be in contravention of
this Act; and

(¢} enterany premises or vessel where the inspector reasonably
suspects that the premises or vessel contains a product
regulated under this Act and. require any person to furnish
any information in his or her possession as to the activities
carried on. on the premises or vessel and the person by
whom the activities are carried on or the purposes for
which the premises are being used or the vessel is being
used.

(2)  Where an inspector determines that the product to which
subsection (1) (a) applies is likely to be harmful to the public. the
Authority shail suspend the continued usc of the product or close or
seal off the affected premises.

{3) An inspector may be accompanied by a police officer and
shall exercise his or her powers under subsections (1) and (2) in the
presence of- .

{(a) the owner of the product regulated under this Act; or

(b)  the person found in charge of the premises or vessel. as the
case may be.

{4y Where the owner of a product regulated under this Act or
the person in charge of the premises or vessel cannot be traced or
is not available. the inspector shall exercise his or her powers under
subsections (1) and (2). in the presence of a police officer.

{(5) The premises that are closed and sealed off under this
section shall be under the control of the Authority.
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(6) A pcrson that willfully delays or obstructs an inspector in
the exercise of his or her powers, or that does not comply with any
order or warrant made or issued under this Act commits an oftence and
is liable. on conviction to a fine not exceeding two thousand currency
points or imprisonment not exceeding {ive vears. or both.

(6) Where the court is satished that the person convicted of
an offence under this section committed the offence with the mtent of
preventing the discovery of another offence under this Act, or where
the person has within the last twelve months been convicted of an
offence specilied in this section. the person shall be liable to a fine
not exceeding five thousand currency points of imprisonment not
exceeding ten vears. or both,

102. Appeal to the High Court

Any person aggrieved by a decision or action of the Authority under
section 101, may appcal to the High Court against that decision or
action.

103. Destruction of products not fit for intended purpose

(1)  Where an inspector 1s satisfied that a product regulated
under this Act. is on testing and analysis found to be unfit for the
imtended purpose. the Authority shall apply to court for an order for
destruction of the product.

(2) Court may order for the destruction to be conducted by
the Authority or by the person granted a certificate of registration,
notification or listing. as the case may be. or by the authorised
representative ol that person. or by the importer or manufacturer. and
the cost of destruct shall be borne by the person so ordered by court.

(3) The Authority shall supervise the destruction conducted
by a person other than the Authority under a court order in subsection

(2).
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Parr XIII—Lraar ProcriEpiNGs

104. Evidence
(1) Inany proceedings under this Act—

{a) any licence or certificate purporting to have been issued
under this Act: or

(b) any document purporting to state the results of an analysis
carried out on behalt of the Authority for the purposes of
this Act.

shall be prima facic cvidence of the facts stated in it.

{2} Where. in any proceedings under this Act. a person is
charged with—

(a) the unlawtul possession, supply of any product regulated
under this Act, where the product is in a container: or

(b) any other offence where the contents of a container are in
issue in the proceedings. and the container appears io the
court to be intact and in its original state of packing by its
manufacturer,

the contents of the container shall be deemed. unless the contrary is
proved. to be of the description specified on the label of the container.

(3) In any proceedings under this Act, a sample of a product
regultated under this Act shall. unless the contrary is proved. be deemed
to possess the samc properties as the product to which the sample
relates.

105. General offence

(1) A person that commits an offence tor which no penalty
is prescribed in this Act shall on conviction be liable to a fine not
exceeding five hundred currency points or to imprisonment not

exceeding four vears. or both.
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(2)  Apersonconvicted under this section is for any subsequent
oftence under this Act. liable to a fine not exceeding seven hundred
currency peints or to a term of imprisonment not exceeding five years.
or 10 both.

106. Forfeiturc and cancellation of licence
In any proceedings for an offence under this Act. the court may. in
addition to the penalty imposed-

{a) order that the regulated product with respect to which the
offence ts comnutted be forfeited to the State; or

(b) order the Authority to suspend or cancel the licence or
certificate related 1o the offence.

107. Vicarious criminal responsibility

(1) Where an act or omission which if done by an individual
would be an offence under this Act. is done by a corporate body. the
act or omission shall be deemed to be an offence committed by cvery
director. secretary and manager of the corporate body. except where
the director. secretary or manager proves that—

(a) the offence was committed without his or her consent or
connivance; or

(b) heorsheexercised duediligence to prevent the commission
of the offence as he or she ought to have exercised. having
regard to the nature of his or her functions in that capacity
and to all the circumstances of the case.

(2) 1Ifan offence under this Act or any regulations made under
it is committed by a partner in a firm. every person who at the time
of the commission of the offence was a partner in that firm. or was
purporting (o act in that office. shall be deemed to have committed the
like offence unless he or she proves that the offence was committed

without his or her consent or connivance and that he or she exercised
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all such diligence to prevent the commission of the offence as he or
she ought o have exercised. having regard to the nature of his or her
functions in that capacity and to all the citcumstances of the case.

108. Punishment without prosecution

(1) The Minister may. with the approval of the Minister
responsible for internal affairs. by statutory instrument. for the offences
specified in this Act or in regulations made under this Act. prescribe
the offences for which a person that commits the offence may be given
notice in writing offering that person opportunity to discharge any
hability to conviction for the offence by payment of a fixed penaity.

(2)  The staiutory instrument made under subsection (1) shall
presceribe—

(a) the offences to which this section applies:

(by the officers who may issue notice and the information to
be supplied to them;

{¢) the fixed penalty which shall not be more than two hundred
currency points: and

(d) the format of the notice to be issued under this section.
Part XIV—General PrOVISIONS

109. Authority to ascertain the quality of the drugs of the National
Medical Stores

The Authority shall ascertain the quality of the drugs of the National

Medical Storcs.

110. Notification and amendment of particulars
[ any alteration occurs in the particulars of registration. notification
or listing of a product regulated under this Act. the person granted a
certificate of registration. notification or listing for the product or the
authorised representative of that person shall within twenty-one days
of the alteration. in writing, notily the Authority.

94



Nationa! Drug and Health Products
Bill No. 19 Authority Bill 2028

111. Approved ports of import and export

(1) Drugs. medical devices. cosmetic products. public health
products and nutritional supplements shall only be imported and
exported through ports of entry approved by the Authority and shall
be subjeet to inspection by the Authority at the port of entry or cxit.

(2)  The Authority shall by notice in the Gazette and a
newspaper on nationwide circulation designate the ports of entry
and ports of exit to be used lor the importation and exportation of
drugs. medical devices. cosmetic products. public health products and
nutritional supplement.

112. Registers

(1) The Authority shall kecp and maintain a register [or each
of the products regulated under this Act, in a manner prescribed by
regulations made under this Act.

(2} A register shall, at all rcasonable times. be accessible for
inspection by the public at the prescribed fee.

113. Power to require information

(1) The Authority may direct any person that carrics on a
business related to a product regulated under this Act. to submit to the
Authority any information within the period specified in the order.

(2) A person that—

(a) fails to give such information to the Authority as required
in subscction (1); or

{b) gives information which is [alse in a material particular
or which the person reasonably believes to be untrue in
respect of the information required.

commits an offence and is liable on conviction to a fine not exceeding
fitty hundred currency points or imprisonment not exceeding ten

vears. ot both.
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114. Technical committees

(1) With the approval of the Board. the Executive Director
may., set up technical committees to facilitate the functions of the
Authority. as may be necessary.

(2} The Authority may adopt the reports and recommendations
of a technical committee.

115, Protection of members of the Board and employces from
personal liability

A member of the Board and an employee of the Authority shall not be

liable in civil or criminal proceedings for any act or omission done in

good faith in the excrcise of the functions of the Authority.

116. Local research and production

The Government shall encourage research by persons carrying on
research and development in herbal and other medical products and
where appropriate allow such medical products into production as a
component of the medical product supply.

117. Nom-application of the Industrial Licensing Act
The Industrial Licensing Act shall not apply to products regulated
under this Act.

118. Regulations
(1)  The Minister may. on recommendation of the Board. make
regulations for the better carrying out of the functions of the Authority.

(2)  Without prejudice to the generality of subsection (1), the
Minister may make regulations—

(a) for the registration of the products regulated under this
Act:

(b) for licensing the manulacture. importation. exportation.
distribution and sale of the products regulated under this Act:
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(¢) for the licensing of pharmacies and drug shops. including
the 1nspection and location of premises of pharmacics and
drug shops:

(d) for the transportation of the products regulated under this
Act:

(e) for the marketing of the products regulated under this Act:

(f)  preseribing the conduct of clinical trials:

(g) [lor the certificates and licences to be granted by the
Authority:

(h) forthe lotrelease for vaccines, biologicals and diagnostics:

(1)  for the sale of drugs where the request for supply is made
clectronically without the physical appearance at the
pharmacy. of the person making the request:

(i) cxempting any person {rom any of the provisions of this
Act:

(k) prescribing the fees payable under this Act: or

() prescribing for any matter or thing which is required or
permitted to be prescribed under this Act.

(3) Regulations made under this section may prescribe for a
contravention of any of the provisions of the regulations, of a fine not
exceeding—

{a) In case of a corporate body. to a {ine not exceeding five
thousand currency points: and

{(b) in the case of an individual. 1o a fine not exceeding five
hundred currency points or imprisonment not excceding
five years. or both.

119. Amendment of Schedule
The Minister may. by statutory instrument. with the approval of
Cabinet amend the Schedule to this Act.

g7



Nutional Drug and Hedalth Products
Bill No. 19 Authority Bill 2025

120. Repeals and savings
(1)  The National Drug Policy and Authority Act, Cap 198 is
repealed.

(2)  All reterences to drugs in the Food and Drug Act, Cap 307
are repealed.

{3) Sections 14 and 82 (4) of the Narcotic and Psvchotropic
Substances (Control) Act are repealed.

(4) Any statutory instrument made under the National Drug
Authority Act. Cap. 206 which is in force immediately before the
commencement of this Act. shall remain in torce. so far as it is not
inconststent with this Act. until the statutory instrument is revoked by
a statutory instrument made under this Act and until that revocation,
the statutory instrument shall be deemed to have been made under this
Act.

{3) The Human Resource Manual of the National Drug
Authority shall continue to apply until the Authority makes rules to
regulate the staff of the Authority under in section 13. and the decisions
and actions taken by the Board under the Human Resource Manual are
- valid.

121. Transitional provisions
(1) A member of the Board in office at the commencement of
this Act shall be eligible for appointment under this Act.

(2) The Secretary to the Authority in office at the
commencement of this Act shall at the expiry of his or her instrument
of appointment. be eligible for appointment under section 11.

{3) Thc scrvices of the employecs of the National Drug
Authority in office at the commencement of this Act shall be transferred

to the Authority on similar terms.
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{4)  The licences issued and the registrations done by the
National Drug Authority under the National Drug Policy and
Authority Act shall remain valid for their duration. and shall only
be modified. to the extent that the licences or registrations are
inconsistent with this Act,

(5) The rights and liabilities of the National Drug Authority at
the commencement ol this Act. shall vest in the Authority,

{6) Any legal proceedings pending before court or a
judgement which was enforceable by or against the National Drug
Authority. immediately before the commencement of this Act, and
connected with the assets vested in the Authority or the functions of
the Authority, shall be enforceable by or against the Authority. as it
would have been enforced by or against the National Drug Authority,
betore the commencenent of this Act.

122. Regulation of veterinary drugs, veterinary medical devices
and field trials
(1)  Veterinary drugs. veterinary medical devices and field
trials shall be regulated under this Act until th¢ commencement of an
Act enacted to regulate veterinary drugs. veterinary medical devices
and field trials.

(2y  For the purposes of subsection (1), in this Act—

(a) - the defimuon of "authorised pharmacopoeia™ and any
reference to authorised pharmacopoeia includes the British
Veterinary Codex:

{b) any reference to clinical trials includes field trials;

{c) -the definition of “drugs” and any reference to drugs
includes veterinary drugs:

(d) the definition of ~drug shop™ any reference to drug shops
includes veterinary drug shops:
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(e)

)

(g}

(h)
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the definition of “*healtheare professionals™ any reference to
healthcare professionals includes veterinary practitioners:

the definition of “medical devices™ and any reference to
medical devices includes veterinary medical devices:

any reference to medical practitioner includes veterinary
surgeon: and

any reference to pharmacies includes veterinary
pharmacies.
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SCHEDULE
Secrion 2
CURRENCY POINT

A currency point is equivalent to twenty thousand shillings.
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