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PROCLAMATION NO. 661/2009

A PROCLAMATION TO PROVIDE FOR
FOOD, MEDICINE AND HEALTH CARE
ADMINISTRATION AND CONTROL

WHEREAS, it is found necessary to protect the
public health from unsafe, inefficacious and poor
quality modern and traditional medicines;

WHEREAS, it is found necessary to protect
the public from health risks emerging out of unsafe
and poor quality food,;

WHEREAS, it is found necessary to avert
health problems due to substandard health
institutions, incompetent and unethical health
professionals, poor environmental health and
communicable disease;

WHEREAS, it is found necessary to control
and deter illicit production, trafficking and use of
narcotic drugs, psychotropic substances, and
precursor chemicals;

WHEREAS, in order to make the fragmented
and poor quality administrative and regulatory
system in the health sector efficient and effective, it
is found necessary to establish a new and
coordinated food, medicines and health care
regulatory system;
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NOW, THEREFORE, in accordance with Article
55(1) of the Constitution of the Federal Democratic
Republic of Ethiopia, it is hereby proclaimed as follows:

PART ONE
GENERAL

1. Short Title

This Proclamation may be cited as the “Food,
Medicine and Health Care Administration and
Control Proclamation No. 661/2009”.

2. Definitions

In this Proclamation, unless the context otherwise
requires:

1/

2/

3/

4/

"food" means any raw, semi-processed or
processed substance for commercial purpose
or to be served for the public in any way
intended for human consumption that
includes water and other drinks, chewing
gum, supplementary food and any substance
which has been used in the manufacture,
preparation or treatment of food, but does not
include tobacco and substances used only as
medicines;

"food trade" means production, preparation,
irradiation, export, import, storage,
distribution, transport, wholesale and retail of
food and food raw materials for commercial
purpose and includes the provision of food
quality control laboratory service;

“adulteration” means adding any foreign
substance or ingredient to a food for
commercial purpose or to be served for the
public in any way or medicine other than its
content or by substituting its content in whole
or in part by such other substance or by
storing or manufacturing it under unsanitary
conditions whereby it may have been
contaminated;

“food additive” means any substance added
to food to improve its taste, color,
preservation or appearance and which is
considered to become a component of food;:
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5/

6/

7/

8/

9/

10/

“nutrition” means any food substance
particularly enriched in protein, vitamin,
mineral and any other similar contents that
promote body health or protect health
problems caused by malnutrition;

“medicine” means any substance or mixture
of substances used in the diagnosis,
treatment, mitigation or prevention of a
disease in human and includes narcotic drugs,

psychotropic  substances and precursor
chemicals, traditional medicines,
complementary or alternative medicine;

poisons, blood and blood products, vaccine,
radio active pharmaceuticals, cosmetics and
sanitary items and medical instruments;

“Pharmacopoeia” means a legal enforceable
document issued or accepted by the
government containing the particulars of
medical drug preparation, physical aspects of
medicinal and non-medicinal substances,
preoperational aspect, content, intensity and
standards and criteria’s to be fulfilled related
to such particulars;

“narcotic drug or psychotropic substance”
means any drug subject to control according
to the Narcotic Drugs or Psychotropic
Substance Convention of the United Nations
ratified by Ethiopia, and includes a drug that
is categorized as narcotic or psychotropic
drug by the executive organ;

“precursor chemical” means any chemical,
substance or mixture of substances subject to
control according to the Convention of the
United Nations ratified by Ethiopia to
prevent illegal circulation of narcotic or
psychotropic drugs, and include a substance
that is categorized as precursor chemical by
the executive organ;

“tobacco product” means product entirely or
partly made of the leaf tobacco as raw
material which is manufactured to be used for
smoking, sucking, chewing or snuffing;
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11/

12/

13/

14/

15/

“poison” means any substance that may
cause danger to human, animal, plant or
environment even when taken in a small
quantity;

“sanitary item” means any preparation used
in the maintenance of cleanliness of human,
household, and includes pads, tampons,
dentifrices, sweat-bands and detergents;

“pesticide” means any substance or mixture
of substances used to prevent, control or
destroy pests to protect human, animal or
plant health;

“medical instrument” means any instrument
or supply that may be used on the inner or
outer part of the body for diagnosis or
treatment of a disease in human, and includes
various diagnostic, laboratory, surgery, dental
medical instruments and suturing materials,
syringes and needles;

“traditional medicine” means any plant,
animal or mineral product that can be used
independently or in combination for the
treatment of human or animal diseases;

16/ “cosmetic” means any preparation intended to

17/

be applied to the human body for cleansing,
beautying, promoting attractiveness or
altering the appearance without affecting the
body’s structure or functions. This includes
products such as skin creams, lotions,
perfumes, lipsticks, finger nail polishes, eye
and facial makeup preparations, shampoos,
permanent waves, hair colors, deodorant,
medicated soaps and any ingredient intended
for preparing these products;

“medicine trade” means profit oriented

production, repacking, import, export,
wholesale or retail of medicines, and includes
provision of quality control service,

establishing and operating scientific offices
and acting as a commission agent;
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18/ “prescription” means any order for medicines
written by a duly licensed medical
practitioner issued to a patient in order to
collect medicine from dispensing unit;

19/ “clinical trial” means testing medicines or
medical procedure on human or animal
subjects to prove its efficacy and safety;

20/ “radio active pharmaceutical” means a
medicine which has one or more radionuclide
substance used to examine, prevent or
diagnose human or animal disease;

21/ “packing material” means any article that
may be used for filling, inserting or wrapping
or packing food or medicine, and includes
immediate container and other materials for
wrapping the product;

22/ “label” means any material which is printed
or affixed to a packing material which
provides the necessary information about a
food or medicine, and includes an insert;

23/ “repacking” means packing of any processed
or semi-processed food or medicine by a
different manufacturing company in any
other way;

24/ “certificate of competence” means a work
license issued for a person to carry out food,
medicine, health or health related services or
trade in accordance with standards set;

25/ “counterfeiting” means using in any way, the
packing material, identification or trademark,
trade name or any special mark thereon of an
authentic product of a manufacturer and
presenting such falsely labeled and packed
food or medicine as if it is manufactured by
the genuine manufacturer or altering content
and properties of food or medicine that cause
health hazards to human;



