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2. Definitions

In this Regulation:

1/

2/

3/

4/

5/

"Proclamation” means the Food and
Medicine  Administration  Proclamation
No0.1112/2019;
"Authority" means the Ethiopian Food and
Drug Authority;

“Regulated Product” means any product
administered in accordance with the
Proclamation and includes food, medicine,
medical device, traditional, complementary or
alternative medicine, blood and blood

products, cosmetic, and tobacco products;

“Food” means any substance, whether
processed or semi-processed, which is
intended for human consumption, and
includes plants, and plant and animal products
placed on the market or offered for use by the
public; salt, water, alcohol or other drink, and
any substance which has been used in the
manufacture or treatment of food but does not
include medicine, cosmetic, and tobacco

products;

“Medicine” means any substance or mixture
of substance used in the diagnosis, treatment,
mitigation or prevention of human disease,
disorder, abnormal physical or mental state,
or the symptoms thereof; used in restoring,
correcting or beneficial modification of
organic or mental functions in human; or
articles other than food, intended to affect the
structure or any function of the body of
human and it includes articles intended for
use as a component of any of the above

specified articles;
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6/

7/

8/

9/

“Medical Device” means any instrument,
apparatus, implement, machine, appliance,
implant, reagent for in vitro use, software,
material or other similar or related articles
and their accessories, which does not achieve
by
pharmacological, immunological or metabolic

its primary intended action
means, in or on the human body, and intended
by the manufacturer to be used, alone or in
combination, for medical purpose and
includes device intended for related medical

use and control of contraception;

“Bioequivalence Center” means the center
in which two types of medicine productions
are ascertained by research as to their

similarity of efficacy and safety;

“Narcotic Drugs” means a medicine subject
to control in accordance with the Convention
issued by United Nations and ratified by
that is

Ethiopia and include a drug

categorized as narcotic drug by the Authority;

“Psychotropic Substance” means any
substance subject to control in accordance
with the Convention issued by United Nations
and ratified by Ethiopia and include a drug
that is categorized as psychotropic substance

by the Authority;



&

TONEEER | oo n 400 onm dec 15 et K5 3 ERIE 990

Federal Negarit Gazette No. 15, 3" March, 2023 ...page 14672

I/ “TehCAC hoiha ” 70T (M0 oo J-1
NoMNo- A A l¢5e MALPTo- SChER WS
PALDTC TR ool AT Vier 71 RPrC
NPyt aowlel RppC PULLLANT T4 TIC
®lI L TICT ove AT N0AsANT
K7L TehCAC  helha kel 1MIC Phon L1
no7ha Langei-a:

158/ ‘A& PRPPC L.2L7 At PCAP IOCT
A9l ATNena) T ATINGdAN oL
aovtip NAA»ANE PoLOAT 4.98 UT P19
4.3LT hehT9°:

T8/ “DAN™ TINT (AACKL oR4AP S.9°04-0. P
STANAR 1 0T KPR 97 etavpbto-
D709 NAA AT PASN A0 b7
AVFSRCT AT PLLAP WM ANTSRCT
[ AR AT AT

I/ “R200 fad RhA” “I0T K7L A0 0y
L&l AL P hmdt LT (19205070 L,
£CH PATF®G (W 70M7 Ao AT
AT ST

10/ “30EC” @ LI° “LLNTC” 10T ATRP LYY
Thta. S “LL0EC 0l9° “LLOTC To-E

1%/ “Ao” “10T C14.7PC Ao L9° Och? POo-7T
a1l 1 Ame- AN To-:

T4 15 w9 (7L I ¢MAA A1M0% A-79°
LIl ¢

15/

16/

10/“Precursor Chemical” means any substance

or mixture of substances subject to control in
accordance with the Convention issued by the
United Nations and ratified by Ethiopia and
include a substance that is categorized as

precursor chemical by the Authority;

11/“Special Regulatory License” means a

permit granted by the Authority for the
purpose of tobacco manufacturing, import,
wholesale, or sell but this does not include a

trade license;

12/“Region” means any region referred to

Article 47 of the Constitution of the Federal
Democratic Republic of Ethiopia and includes
Addis Ababa and Dire Dawa City

Administrations ;

13/ “Appropriate Body” means, as applicable,

other organs that have a legitimate interest
and mandate by law in the course of
implementation of powers granted under this

Regulation;

14/ "Ministry" or '"Minister” means the

Ministry or Minister of Health, respectively;

“Person” means a natural and juridical
person;
Any expression in the masculine gender

includes the feminine.
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PART TWO

tructures and Powers and Functions of th
Authority
3.Head Office

The Authority shall have its head office in Addis

Ababa and may have branch offices elsewhere,

as may be necessary.

4.0bjective

The objective of the Authority shall be to protect

the public health by regulating food, medicine

and medical devices, blood and blood products,
traditional, complementary or alternative
medicine, cosmetics, tobacco, quality control
service provider, bioequivalence centers and
other products and services entrusted to the
Authority to regulate.
5.Powers and Duties
The Authority shall have the following powers
and duties.

1/ Initiate and submit to the ministry a policy,
strategy and law ideas in regulatory
perspective for Regulation of regulated
product, quality control service provider,
bioequivalence centers and other products
and services entrusted to the Authority; as
appropriate  implement, follow up the
implementation same upon approval by the
government;

2/ Based on applicable criteria, as appropriate,
register,  acknowledge, issue  market
authorization, special regulatory license for
regulated products and take appropriate

administrative measures;
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3/

4/

5/

6/

7/

8/

Issue and enforce regulatory criteria
concerning regulated product; enforce
Ethiopian mandatory standards; initiate

national standards and implement same upon
approval;

Issue certificate of competency or special
regulatory license to importer, exporter, for
cross regional purpose manufacturer or
wholesaler of regulated products, quality
control service provider and bioequivalence
centers;

Inspect, investigate, including retail, any
place or establishment in regions and collect
sample of regulated products that entered
into the market with authorization of the
Authority or illicit product; take appropriate
administrative measures against the product
and cause the concerned body to take the
appropriate the

measures against

establishment;

Issue import permit to regulated products,
raw materials and packaging materials to be
used for such products;

Issue, when requested, certificate of health to

raw, semi- processed or processed food;

In accordance with the relevant law, prohibit
manufacturing, importing, or sale of food
with unhealthy ingredient; cause the amount
of unhealthy content or ingredient within a
food be restricted; regulate health warning,

labeling, advertisement and related matters;
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9/

10/

11/

12/

13/

14/

15/

Notify and create awareness, as appropriate,
to the public and stakeholders about

registered or authorized or illicit products,

establishments, administrative measures
taken and the Authority’s regulatory
functions;

Establish response system, perspective to
regulatory, to emergency caused by a
regulated product; establish a system that
enables utilization of regulated product for
emergency response; work in collaboration

with concerned bodies;

Issue, revise essential medicine list, list of
medicine to be utilized for emergency;

and over counter medicine list;

Issue food additive list; issue national
medicine formulary; categorize medicines

into different categories;

Issue list or categorize medicines to be

by
establishment in their respective level,

possessed retail medicine

Work with concerned bodies on the

implementation of rational use of

medicine and medical device;
Regulate

manufacturing,  importing,

exporting,  wholesaling,  distributing,
prescribing, dispensing, using, recording,
reporting and disposal of narcotic drug,
psychotropic substance and precursor

chemical, and prevent their abuse;
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16/ Evaluate clinical trial request and
authorize; monitor and inspect to ensure
the trail performed in accordance with the
authorization and good clinical trial
practice; evaluate and authorize the use of
the result in such a way it benefits the
public; when necessary, order at any time,
the clinical trial to be suspended or

terminated;

17/ Undertake or order post market
surveillances; take appropriate measures
based on the result of the surveillance;

18/ Adopt and implement, as appropriate,

criteria, standard, methods,
pharmacopeia, manufacturer’s in house
method or criteria adopted or activity
by the World Health

stringent

undertaken
Organization, regulatory

authority, mutual or  multi-lateral
agreement entered by Ethiopia or other
International Organization relevant to its
regulatory works;
19/ Conduct safety monitor of regulated
products, collect information; follow-up
evidence of existing and new adverse
events and information about globally
monitored products; notify the public
where there is product not to be used,

take the appropriate measure;

20/ Regulate cross regional advertisement of
regulated products in cooperation with
the concerned body; regulate promotion
of medicine and medical device with

promotional materials and professionals;
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20

21/ Issue tobacco product special regulatory

license; regulate the content and product

disclosure, manufacturing, packaging,

labeling, design, import, storage,

distribution, advertisement, promotion

and sponsorship, report, and related
aspects of tobacco products in line with
the  World Health

Framework Convention

Organization
on Tobacco

Control and its implementing guideline;

22/  Coordinate the implementation of the
World Health Organization Framework
Convention on Tobacco Control and its
establish

implementing guideline;

national coordinating mechanism to
follow-up effective implementation of
tobacco control;

23/ Concerning regulated products, search

any establishment, place, vehicles,
premises or other places and things with
or without court order as provided by the

relevant law; take appropriate measures;

24/ Assign employee at entry and exit port of
the country; conduct regulatory work on
regulated products and collaborate with
the appropriate body mandated to control
and decide, when

exit entrance;

necessary, the entry and exit of a
regulated product from the exit and
entrance established by the appropriate

body;
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25/ Establish

regulatory system; serve as a regulatory

and implement  modern

information center;

26/ Organize laboratories necessary for the

execution of its regulatory function;

27/ Accept, as it deemed necessary, quality

assurance  report, inspection  report,
declaration and laboratory result conducted
International

by accredited National or

organization for activities it undertakes;

28/ Where the Authority suspect that a regulated
product is non-compliant to the criteria or
standard or it is illicit product; seize, collect
sample, investigate; order for recall or return
to the country imported from, the product to
be kept separately; based on type of

violation, confiscate and order disposal or
utilize it;

29/ Establish and organize control, follow up
and measures system to prevent and control

illegal activities of regulated products;

30/ Issue National regulatory criteria for
harmonized and complementary regulatory
activities on regulated product at the Federal

and Regional levels;

31/ Provide, to the possible extent, support to
Regional health regulatory and work in
collaboration;

32/ Work in collaboration with International,
Continental, Regional, and Local

Organizations and stakeholders in relation

to the objective the authority established for;
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33/

35/

36/

37/

38/

39/

Issue warning letter, suspend or revoke
certificate of competency, special license or
other license issued by the Authority, enlist
into black list person engaged into illicit
trade, order recall, disposal; impose fine as
per Regulation or take other measures

against violation of regulatory laws;

34/ Use the same in accordance with appropriate

law for the purpose of Health Regulation
Collect service fees and fine imposed in
administrative measures as per Regulation

issued by the Council of Ministers;

Register and regulate a person who provide
consultancy services in relation to products
regulated at Federal level,

Establish working procedures of code of
conduct, dressing code, participation in

good  manufacturing  practices  and
laboratories and other related activities of
the employee of the Authority or
professionals engaged in the Authority's
task;

Own and possess property, enter into

contracts, sue and be sued in its own name;

Where it finds it necessary, delegate part of
its Powers and Duties to the appropriate
body;

Performs other related activities that help to

achieve its duties.
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6.

8.

The Authority shall have:

1/ Advisory Board (hereinafter the "Board’),

2/ A Director General and as necessary, Deputy
Director Generals to be appointed by the
Prime Minister, and

3/ The necessary staff.

7 bill | E i

Board

1/ The Board shall have members not more than

eleven.

2/ The Board shall be accountable to the
Ministry.

3/ The Board members, including the

chairperson, upon nomination by the Director
General, shall be assigned by the Ministry.
4/ The Director General of Authority shall be

member and secretary of the Board.

5/ Working condition, code of conduct and
benefit of the member of the Board shall be

determined by the Government.

Tenure of the Board Members
1/ The board members shall serve for four years.

2/ Notwithstanding with Sub Article (1) of this
Article, the term of two members of the
existing Board members may be extended

only for one more round.
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9.

Powers and Functions of the Board

The Board shall:

1/ Advise the Authority on policy; short and
long-term strategic plans and annual work

plan;

2/ Advise and provide recommendation to the
Authority, either by itself or through
establishment of technical committee as
appropriate, on matters that require
scientific analysis and recommendation,
findings, research and regulatory systems;

3/ Advice the Authority on identified gaps
based on performance evaluation and issues

that needs priorities;

10. Meeting of the Board

1/ The board shall conduct regular meeting
every three month; provided however, the
chairperson or when one third of the Board
members requested, extra-ordinary session

may be called at any time.

2/ The board shall have a quorum where more

than half of the members are present.

3/ The Board shall make a decision by simple
majority, in case of a tie; the chair person

shall have a casting vote.

4/ Without prejudice to the provisions of this
article, the Board may issue internal
Regulation for working and session

procedure.
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11.

Powers and Functions of the Director
General
1/ The Director General shall be the chief

executive officer of the Authority and shall
direct and administer the activity of the
Authority.

2/ Without prejudice to the generality of the

provisions of Sub-Article (I) of this Article,

the Director-General shall: -

(a) Exercise the powers and functions of the
Authority specified under Article 5 of

this Regulation;

(b) Employ and administer employees of the
Authority in accordance with the Federal

Civil Service Law;

(c) Prepare annual plans and budget of the
Authority; implement same upon approval

by the Government;

(d) Effect payments in accordance with the
approved plan and budget of the
Authority;

(e) Represent the Authority in all its dealings

with third parties;

(f) Prepare and submit performance and
financial report of the Authority to the

Government;

(g) Establish technical working group, follow
the performance; cause the benefits of the
team members be decided by a Directive

to be issued by the Ministry of Finance;

3/ The Director-General may delegate part of its

Power and Functions to the officials or

employee of the Authority.
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12.

13.

14.

15.

Powers and Functions of Deputy Director
Generals

The Deputy Director Generals shall:

1/ Assist the Director General in planning,
organizing, directing and coordinating the
activities of the Authority;

2/ Perform other activities specifically assigned
to him by the Director General,

3 Perform duties of Director General in his

absence,

4/ A Deputy Director General with the longest
tenure shall act in place of the Director
General in the absence of explicit delegation
by Director General.

Budget

The budget of the Authority shall be allocated by

the Government.

Revenue Source
Revenue source of the Authority shall be;

1/ Grant from Domestic or Abroad, and

2/ Source generated through service it

provides.

Books of Accounts

1/ The Authority shall keep complete and
accurate books of accounts.

2/ The books of accounts and other financial
documents of the Authority shall be audited
annually by the Auditor General or by an
auditor designated by him.
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16. Transfer of Rights and Obligations
The rights and obligations of the Ethiopian

Food, Medicine and Healthcare Administration
and Control Authority established under the
Council of Ministers Regulation No. 189/2010
shall be transferred to the Authority by this

Regulation.

17.  Repealed Law
The Ethiopian Food, Medicine and Healthcare

Administration and  Control  Authority
Establishment Council of Ministers Regulation

No. 189/2010 is hereby repealed.

18. Laws Continued in Effect

Directives, manuals and working procedures

issued by the Ethiopian Food, Medicine and
Healthcare Administration and Control Authority
shall be considered as issued by the Authority and
continue to have effect until replaced.

19. Effective Date
This Regulation shall enter into force on the date

of publication in the Federal Negarit Gazette.

Done at Addis Ababa, on this 3" Day of

March 2023.

ABIY AHMED (Dr.)

PRIME MINISTER OF THE FEDERAL

DEMOCRATIC REPUBLIC OF ETHIOPIA



