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WHEREAS, it is necessary to prevent and
control the public's health from ‘health hazards
caused by unsafe food;

WHEREAS, it is necessary to prevent and
control the  public’s  health from  unsafe,
inefficacious and poor quality medicine, and unsafe
and ineffective medical device;

WHEREAS, it is necessary to prevent and
control the illegal distribution and use of narcotic
drugs, psychotropic substances, and precursor
chemicals;

WHEREAS, it is necessary to install a
regulatory scheme compatible with the country’s

WHEREAS, it is necessary fo prevent and
control the public’s health from the devastating
health, social, and economic consequences of
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TREAS, it is necessany [0 adopt 2 nafigy
at enables to establish a W
medical device, cosmetics, 'ld
system; and 3

WH
Jegal framework th
food, mudiﬂi!l’er

tobacco products reg! i .
NOW, THEREFORE, in accordance yig

Article 55(1) of the Constitution of the F i
Democratic Republic of Ethiopia, it is ‘__
prm:laimcd as follow: by

1. Short Title
This proclamation may be cited as the “Fooy

and Medicine Administration Proclamagioy
No.1112/20197
2. Definitions

In this Proclamation, unless the contey

otherwise requires:

1/ “food” means any substance, whethe
processed or semi-processed, which i
intended for human consumption, and
includes plants, and plant and animgl
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;

2/ “food trade establishment” means an
institution involved in the manufacture,
vexport, import, wholesale, retail sale, or
repacking of any food for profit;

3/ “food establishment” mean any food trade
establishment and other humanitarian and
service provision institutions that provide
food for public consumption on a regular
and non-profit basis;
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6/ “infant

4/ “food safety” means the conditions and

practices that preserved food is fit for
hitman consumption during manufacturing,
handling, storage, or transport;

5/ “irradiation™ means a deliberate exposure of

food to ionizing radiation;

formula™ means industrially
formulated food to satisfy the normal
nutritional requirements of infants up to six
months of age; ;

7/ “follow-up formula™ means a food product of

animal or vegetable origin and industrially

formulated in accordance with the

~ appropriate standard for feeding infants and

young children from six months up to three
years of age;

8/ “food supplement” means a concentrated source

of vitamin, mineral or other substance with
nutritional or physiological effect, alone or in
combination prepared in a dosage form and
intended to supplement the normal diet;

9/ “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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Pharma,

technician licensed by the approprizte heaty,
professional regulatory organ;

10/ “pharmacy  professional™

pharmacist,  druggist, or

11/ “narcotic drugs” means a medicine subjey
accordance with the
Convention issued by United Nations and
ratified by Ethiopia and include a drug tha
is categorized as narcotic drug by the

to contrel in

executive organ;

12/ “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 executive
organ;

13/ “radiopharmaceuticals™ means a medicine
which has one or more radionuclide
substance used in the diagnosis and
treatment of human disease and includes
non radioactive reagent kit used for a
preparation of medicine and radionuclide
generator;

14/ “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 executive
organ;

15/ “prescription™ means a paper or clectronic
order for medicine that meets requirements
set by the executive organ, and written and
signed by a duly licensed medical
professional;
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from which a regulated product is made;

17/ “blood product™ means a product prepared
from human blood or liquid blood for
medical purposes;

18/ “blood” means include human blood,

blood collected for transfusion or

processed blood;

19/ “counterfeiting” means a deliberate or
fraudulent mislabeling of a product in
respect of its identity and/or source
including  the  packing  material,
identification or trademark, trade name,
any special mark thereon of an authentic
product and presenting such falsely
labeled product as if it is manufactured by
the genuine manufacturer;

N=heond “TPLAl o

20/ “adulteration” means adding any foreign
substance or ingredient or substituting the
content of the product in whole or in part
by such other substance so as to increase
its bulk or weight, or reduce its quality or
strength, or make it appear better or of
greater value than it is;
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21/ “pharmacopeia™ means a document accepted
by the sppropriate organ containing the
particulars of medicine preparation, physical
aspects of medicine and non-medicinal
substances, preoperational aspect, content,
intensity and standards and criteria’s to be
fulfilied related to such particulars;
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“medical device” means any e
app ratus. implement, machine, Wiimc:
implant, reagent for in vitro use, mﬁ“‘

prid

material or other similar or related anic
and their accessories, which dogg “
achieve its primary intended action by

phmmacalugmal. immunological ",

melabolic means, in or on the humgy
body. and intended by the manufacmmh
be used, alone of in combination, b
medical purpose and includes deyi,
intended for related medical use gy

control of contraception;

23/ “in vitro medical device™ means a devige,
whether used alone or in combinatio,
intended by the manufacturer for the j.
vitro examination of specimens derive
from the human body solely or principal;
to provide information for diagnostic
monitoring or compatibility purpases, ani
includes reagents, calibrators, comrol
materials, specimen receptacles, softwar
or related other articles;

24/ “refurbished medical device™ means 2
medical device whose service year is yol
to expire or has already expired and
undergone the appropriate renovation and
effectiveness testing for use in medical

purpose;

®

25/ “remanufactured medical device™ means 2
medical device which is taken back 0 2
manufacturer after use by a health
institution and rebuilt based on the
effectiveness and safety specification of
the ariginal manufacturer;
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26/ “clinical trial” means any systematic study
on medicine or medical devices in
volunteer human subjects in order to
discover or verify the effects of, and/or
identify any adverse reaction to the
products, and or to study its absorption,
distribution, metabolism, and excretion
with the object of ascertaining their
efficacy and safety;

27/ “bioequivalence :enlu“"'means the center
in which two types of medicine
productions are ascertained by research as
to their similarity of efficacy and safety;

28/ “public health pesticide” means any
substance or mixture of substances used to
prevent, control or destroy pests to protect
human health and includes pesticide-
treated mosquito net;

29/ “cosmetic™ means any article intended to be
used by means nfl rubbing, pouring,
steaming, sprinkling, spraying on or .
otherwise applied to the human body or any
part thereof for cleansing, beautifying,
promoting attractiveness or altering the
appearance and, any article intended for use
as component of a cosmetic but such articles
excludes laundry soaps, articles intended for
the diagnosis, treatment, mitigation or
prevention of human disease, and products
intended to affect the anatomy or of a
physiological process of a human;
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31/“obacco  industry”  mean

@B/ Prgar hasate qant erear SET |
manufacturer, importer or Wholesaler,

APPETr Bgra Aid4 g pd® Moval, ar?
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a trade license;
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36/ “other related cigarette resembling
technology product™ includes any tobacco
product that is consumed by creating an
aerosol or vapour via a process of heating
tobacco without full combustion and
includes any device and associated parts
intended for use in consumption of the
product, whether or not sold separately
from the product;

37/ “characterizing flavor™ means a taste or
smell, other than one of tobacco, resulting
from a ratural or artificial additive or a
combination of additives/ including, but
not limited to, fruit, chocolate, vanilla,
honey, candy, cocoa, menthol, alcohol,
spice or herbs which is noticeable before

" or during the consumption of the tobacco

product: ¢ '

38/ “shisha” means includes tobacco products
‘ that may be flavored or non-flavored that
are consumed using @ single or multi-
stemmed smoking instrument that contains
water or other liquid through which the
smoke passes before reaching the smoker
and whose syrup tobacco content includes
molasses, honey, vegetable glycerol and

fruit flavors;

39/ “primary packing” means the covering,
wrapper, or container that has direct
contact with the product intended for retail
sale;

40/ “barcode” means a machine-readable code
inlilehnnofnumhﬂs-ndlpaﬂdnuf
parallel lines printed on and identifying a
product fbr‘thc purpose of monitoring by
the manufacturer or executive organ;

o
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41/ “alcohol™ means any drink wigh 033 N

alechol volume;

42/ “generic name" means 3 cb""iw
by which a medicine is addresseq
referring to its brand name:

o
Vithoy

43/ “means of advertisement d;w%
means includes the mass media,
advertissment, telecom, postal, ;
website and fax services, cinemy,

video and any other related L

advertisement dissemination;

44/ “regulated product” means any Produg
administered in accordance with i
proclamation and includes food, Medicie
medical device, cosmetic, and tobaceg
products;

45/ “medical professional™ means a physician o
other health professional who is authorizeg
by the appropriate organ to examine lld'
diagnose human diseases and treat them
by drug, surgical operations o other
related medical means;

46/ “packing” means any article that may be
used for filling, inserting or wrapping or
packing regulated products and includes
the immediate container and other
wrapping materials;

47/ “label “means all labels and other written,
printed, or graphic material that is affixed
to a regulated product or any of is
container or wrapper and includes insert;
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48/ “repacking” means packing of any
processed or semi-processed regulated
products by a different manufacturer in

any other way;

49/ “inspector " means any professional
authorized by the executive organ of
regional health regulator 10 perform
inspection activities pursuant o this
Proclamation;

50/ “institution  registration”  means 2
recognition granted to regulated institution
in accordance with set requirements;

51/ “product registration” means a recognition
granted to regulated product in accordance
with set requirements;

52/ “quality control system™ means a procedure
intended to ensure that a regulated product
meets quality and safety mqm";-muﬂs

53/ “institution™ means any establishment
involved in the manufacture, export,
import, wholesale, retail, or repacking of
regulated products; ,

54/ “manufacture” means all operations
involved in transforming raw materials
into regulated products under  this
proclamation including in the preparation,
processing, compounding, formulating,
filling,  packing, packaging, and
repackaging;

55/ “food additive”
prepared in accordance with applicable
requirements and added to food in order to
give flavor, impart color, preserve, and
enhance its appearance Of other related
functional purposes;

means any substance
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: u
under this proclamation; qualiy, i

provider, bioequivalence center,

purposes regulated under this prml‘"'aria:

57/ “executive organ” means a body which |
empowered to administer this mhﬂiﬂq
and other laws issued to imﬂieﬂwm i
proclamation at the federal EOVernmg,
level;

58/ “region™ means any state referred tg &

Article 47 of the Constitution of the Federy)

Democratic Republic of Ethiopia -

includes the Addis Ababa and Dire Dawg

City Administrations;

59/ “regional health regulator” means a regjony
government body which is empowered 1
administer this proclamation and other laws
issued to implement this proclamation a
regional povernment level;

60/ “appropriate body” means, as applicable,
other organs that have a legitimate interest
in the course of implementation of powers
granted under this proclamation;

61/ "Ministry" or "Minister” means the Ministry
or Minister of Health, respectively;

62/ “person™ means a natural and juridical
person;
63/ any expression in the masculine gender
includes the feminine.

*
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3. Scope
This proclamation shall be applicable in respect
of food, medicine, medical device, cosmetics,
and tobacco product intended to be placed on
the market or offered, in any other way, for use
by the public, and other products and raw

materials regulated under this proclamation.

PART TWO
EXECUTIVE ORGANS

nd duti 1

The executive organ shall have the power and
duties to:

4. Pow ve Organ

1/ initiate regulatory standards and implement
standards issued regarding food safety; safety,
efficacy, quality, and rational use of
medicines; safety, quality, and effectiveness of
medical devices; and other products regulated
under this proclamation; adopt appropriate -
pharmacopeia from another country or
manufacturer's in house method;

2/ issue, renew, suspend or revoke a certificate
of competence or take another appropriate
measure of an importer, exporter or quality
control service provider, bioequivalence
centers, and a manufacturer or wholesaler
whose product is intended to be traded in

more than one region;

3/ evaluate and register medicine, medical device, |
food and other products that are required to be
registered under this proclamation, or
regulation or directive issued to implement this
proclamation based on applicable
requirements; issue, rénew, suspend or revoke
marketing authorization or take other
appropriate legal measures;
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law issued to implement this pm“""ﬂaﬁgm

5/ inspect and take the necessary admi"i“ﬂtiu,
measures on a regulated product nder g

6/ identify ingredients that caused denp
sickness, disability, disorder, or other heajg,
problems due to adulteration or other illegal
activities on regulated products and take
appropriate legal measures by conducting
investigation of sample ingredients;

EoNf M

%/ #TTC ALRLINT FCT1 PPCY T& 0P AT | 7/ issue import permits and, upon request, grant
TP RARANT of UVIC PomLP LI export certificate for regulated products,
£OMd AR TPE APCAAT 0f o> their raw materials.and packaging materials;
rIc PavAlLf PP “TL214 hNC ddd
£AMAL

L) eomwl P PPt UCHUC PUIHA 8/ prepare and, as necessary, revise list of essentia
AIRANLALYE LhadAi  toviil  9o94) medicines, notify registered foods and -
RS 30T UCUC AVIA  PA®-PA medicines to the public; issue national
MLGE PmEILT Pamt POMAT ao g3y 175 medicine formulary, classify medicines info

different” citegories, revise the classification

(-FAPE  aog0F  pheAAr 203 AR
whenever necessary;

AnédALYE 2hadan
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9/undertake or order post-marketing
surveillance to ensure food safety; safety,
efficacy and quality of medicines; safety,
quality, and effectivensss of medical
devices; and on other regulated products
and take appropriate legal measures in
sccordance with the findings.

10/ ensure that evidence of existing and new
adverse events and information about
pharmaco-vigilance of globally monitored
products are followed upon and, as
appropriate take the necessary legal
measure;

11/ authorize the conduct of clinical trial, monitor
and inspect the process as to its conduct in
accordance with good medical practice,
evaluate the results and authorize the use of
the result in such a way that benefit the
public; order the clinical trial to be
suspended or stopped; -

12/ promote rational use of medicine and
medical device;

13/ regulate the manufacture, import, export,
distribution, prescribing, dispensing, use,
recording and reporting of narcotic drug,
psychotropic substance and precursor
chemical, and prevent their abuse;

14/ regulate the cross regional advertisement of
regulated ptoducu‘in cooperation with the
appropriate government body;
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=15/ coordinate the imPlemmmm
| *=alth Organization P ly
Convention on Tobacco fmir:h“
implementing guideline; establig, o iy,
coordinating mechanism g ‘."'In-.,,

effective implementation of ‘%;:
control, and work in collaborggjy,

appropriate bodies; Wit

16/ regulate the content  ang
disclosure, ~manufacturing, pﬁ‘h
labeling,  design,  impon, Sy
distribution, advertisement, Promotigy 3
sponsorship, and related agp.., 5
tobacco products in line With e
World Health Organization Framewg "
Convention on Tobacce Control gng x

implementing guideline;

17/ ensure, in collaboration with 2pproprig
bodies, proper disposal of expired gy
other non-complying product regulyey
under this proclamation;

18/ appoint inspectors, and, as appropria,
order the inspection of any premises in
accordance with this Proclamation;

19/ collect service fee, and use the same @
accordance with appropriate law for e
purpose of health regulation.

PART THREE
5. General
1/ Every food establishment who provides o
for use by the public shall ensure its st

_
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2/ The rigor of safety assessment of food shall
be based on its type and potential risk to
human health,

3/ Every food and packing material shall
comply with Ethiopian standard adopted by
the appropriate body.

4/ Notwithstanding sub-article (3) of this article,
the executive organ may use acceptable
Ethiopian standard adopted by international
organizations to regulate the safety of food
for which national standard is not issued.

3
F

5/ The executive organ or regional health
regulator may request third party conformity
assessment regarding the safety of food
provided by food institution.

6/ Every food prepared for the purpose of
exporting shall be safe and promote the
country’s sustainable trade interest.

7/ Every locally produced food for which
mandatory standard is issued shall bear the
applicable mark and shall possess a
certificate issued for this purpose.

6. Registration of food and food trade

establishment
I/ Every person shall be registered by the

executive organ or regional health regulator
before commencing a food trade activity.

2/ Unless authorized by the executive organ or
regional health regulator, no food trade
establishment may provide a pre-packed
food for use by the public.
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3/ Registration of food mﬂm

establishment shall be renewed wWithy 2
(ime frame required by the o
organ or regional health regulator,

T'Mmm%
teansport or selling place

|/ Every food establishment SI'lal! have
responsibility to ensure that eq
or material used in food Manufacty;
storage, or transport is clean ang free e
contaminants, and ensures that j COmpiig
with safety requirements issued py &

executive organ.

2/ In addition to the responsibilities Provideg
under sub-article (1) of this article, every
food trade establishment shall haye the
responsibility to ensure that places for food
manufacturing, preparation, storage, or g)
are clean and far from contaminants,

3/ Every food establishment may use equipmen
or material with direct contact in the food
only if it fulfills safety requirements and
shall ensure that devices are periodically ,

calibrated by an appropriate organ.

4/ It shall be the responsibility of every food
establishment to ensure that food is stored,
transported, or placed for sale in such a way
that its safety is preserved and, if necessary,
a proper cold chain is maintained.

5/ Any food product may not have chemicd
residue including pesticide, fertilizer, animd
medicine, food additive chemical, cleanifé
chemical, a radioactive substance, and o<t
contaminants above the maximum level

issued or adopted by the appropriate orga"

__—#
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6/ Every food establishment, depending on the
nature of the food, has the obligation to give
adequate information about handling and
use of foods it offers to sell.

8. Personnel working In food establishments
I/ Every food establishment shall ensure that
its employees who are engaged in the
manufacturing, preparation, or service
8) who have a direct contact with the food
to be free from food-bome illness and

take appropriste measure to prevem
food-bome illnesses; and

g

b) wore an appropriate safety clothing.

2/ Every person who participates in the
manufacturing of food and has
knowledge of or reason to believe that
& significant risk to the public's health
exists shall immediately report, as
‘appropriate, to the executive organ or
regional health regulator.

9. Food manufacturing
1/ Every food establishment has obligation to
install the required quality control system to
ensure the safety of foods it produces.

2/ It shall be the responsibility of every food
manufacturer, importer or preparer to ensure
the safety of raw material used for food
manufacturing,
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— 5 Every packaged food manum
ecutive organ if ji j
report 10 the ex l'ltr%\

change in the YPe,  conten
manufacturing  process of the g
L]
produces.
10. Food importand export

I/ Food may be imported only Whey -
complies with applicable safety
and a permit is gl‘_antl:d by the ey,
organ.

2/ Without prejudice to sub-article (1) of
article, if the fxe:uﬁv: organ has reagyy J
suspect the safety of the food j ey
perform & laboratory test, or ool
laboratory test to be performed by 5 thirg
party and its cost covered by the impore,

" 3/ 1f any imported food has established safey
problem, the executive  organ may
determine to evaluate good manufactiiring
practices of the manufacturer.

4/ Food found to be unsafe under this
proclamation may be returned to i
country of origin or be locally dispnﬁldl
the expense of its importer.

5/ A food exporter, as necessary, may pet
health certificate of food it intends 1
export from the executive organ.

11.  Food additive
I/ Use of maximum level of a food additive
shall be in accordance with Ethiopitt
standgrd issued by the appropriate body:
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2/ The executive organ shall determine the list
of allowable food additives.

3/ The executive organ where
appropriate, prohibit the use of food
additives in a certain category of foods.

12. Infant formula and follow-up formula

Every infant formula and follow-up formula
shall comply with applicable Ethiopian quality
and safety standards; its component shall not be
genetically modified and exposed to any
radiation during manufacturing, and its
packaging is made from a non-plastic material,
and contains a label bearing the source of its

may,

protein,
13. Food supplement

I/ Food supplement may not be imported or
placed on the market without registration.

2/ The rigor of safety assessment of food
supplements shall be commensurate based
on its type, potential risk to human health,
and its health claim,

14. Food fortification

1/ Every food identified for fortification shall
fulfill applicable Ethiopian standard
adopted by the appropriate body.

2/ Vitamins, minerals, or other essential
nutrients permitted for fortification
purpose may only be used if it fulfills
requirements set by the appropriate body.
3/ Every food manufacturer that fortifies

food in accordance with sub-article (1) and
(2) of this article shall accordingly label

the food as fortified.
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15, Food for irradiation
I/ Irradiation of food shall be camy,

such a way that it is dcsimmm:ﬁ
requirement of food safety and -
appropriate type and limit of radiatioy,

2/ Regulation of irradiation “qmmn“"ﬂhnh

- implemented " in cooperation

appropl‘illt bodies. i

16. Water safety
I/ Any pipe or bottled water or othey
water supplier or producer shy nsuny
compliance with the Ethiopian safyy
standard.

2/ The safety and effectiveness of EVETY wate
treatment  chemical or device shay 4,
regulated by the executive organ,

17. Post-market safety monitoring
1/ Every food manufacturer or imponer shal|
have a system to enable it to continuously
monitor the safety of the food it produces
or imported.

2/ If the public's health is in danger due to2
confirmed safety problem relating to food
manufacturing, storage, transport of
handling, the executive organ or regionsl
health regulator may notify the publi

 through the appropriate massmedia not 10
use the food and order recall of the
product.

3/ The executive organ shall periodically
undertzke safety monitoring of food
products placed onto the market; and may
order the* cost be covered by
manufacturer or importer.
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18. Alcoholic drink Sale
I/ Every industrially prepared alcoholic drink
shall comply with applicable Ethiopian or
other international standard accepted by
the country issued with regard to its
content,

2/ It shall be illegal to sell any alcoholic drink
to anyone under the age of 21.
3/ No person may sale alcoholic drink Health
insﬁ_luliurns. education facilities,
kindergartens, universities and colleges,
government  institutions, places of
worship, sporting places, cinema houses
and other places determined by a
regulation issued to implement this
proclamation.
" 4/ Additional restrictions with regard to the
time and manner of sale of alcoholic drink
may be determined in accordance with a

regulation ' issued to implement this
proclamation.
'FARTFOUR
v AND
ETIC" 1
Section One
icine and ical dministration
19. General

1/ The rigor of regulatory assessment of
medicine and medical device shall be
commensurate with the product’s type,
nature, and potential risk to human health.

2/ The executive organ may not limit the
number of agents a manufacture may
designate for the purpose of importing or
distributing medicine or medical device. ;

o
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any other person Mﬂm mnimﬁo..‘
marketing authorization. :

2/ The executive organ shall register nd gy, '-
marketing authorization in '1
with sub-article (11.0!' this mm .'i
assesses the quality, safety and efficacy
the medicine, or quality, safery ~
effectiveness of the medical device,

3/ The provisions of sub-article (1) of this anig,
shall not apply in respect of the sale of my |I
medicine compounded by a pharmacis for, i
particular patient in a quantity nol geas |

than the quantity required for treatment y \
determined by an authorised medicl \

professional, or any medicine or medicd
device imported for use by a paniclx
patient as per prescription of an authorized
medical professional.

4/ Any medicine or medical device shall be
registered if the manufacturer complies
with good manufacturing practicss
dossiers are evaluated and found to fulfl
safety, quality, efficacy, and efficacy @
effectiveness, and as appropriate fulfis
laboratory quality test requirements.
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5/ Notwithstanding to the provision of sub-
article (1) of this anticle, the executive
organ may, in compelling circumstances,
gram a permit for the importation or use of
unregistered medicine or medical device.

6/ Every medicine or medical device

" registered in' accordance with this
proclamation shall have its registration
renewed every five years.

7/ Without prejudice to the provision of sub-
article (6) of this article, any registered
medicine or medical device shall pay
annual retention fee as determined by a
regulation.

21, Variation to a registered product

I/ If variation affecting registered medicine’s

qua!i:j, safety or efficacy, or medical

,  device's safety, quality or cﬁ'ectivu;ess is

introduced, the product may not be
marketed unless the person who registers
the product notifies such variation and get
approval from the executive organ.

2/ Without prejudice to the provision of sub-
article (1) of this article, a medicine or
medical device with variation having
minimal potential on its performance may be

. marketed provided the manufacturer or the
person who registers the product notifies the
executive organ of such varistion.

22. Qual ndards and requiremen

I/ Any medicine, its raw or packaging
material shall meet quality, safety and
efficacy requirements prescribed in a

nationally accepted pharmacopeia.
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3 Nolwi-l.hstandiﬂs to the provision of sy,
articles (1) and (2) of this article, g
national standard is not issued or %
the executive organ may regulate Medicin, 1
and medical device in accordance yiy '.
requirements prescribed by  intemationy
organimﬁm, other  countries, 3 ||
requirements  Of guidelines issued ,
manufacturing companies acceptable ¢
the executive organ. '
istration of

device !mﬁ]ngion

1/ No medicine or medical  devige
institution may engage in medicine or
medical device trade unless it js
registered and licensed, as appropriate,
‘by the executive organ or regional
health regulator.

2/ It shall be prohibited, in any manner, to
transfer a medicine and medical device

23. icine and m

institution certificate of competence to
a third party.
24. P nel working in_m
medical device institution
1/ Every medicine and medical device
institution shall hire a health
professional upon ensuring that the
professional is duly registered and
-, competent to perform the task.

cine and

.2/ Every health professional working for 8
medicine or medical device institution
shall have the duty 1o immediately repot
risks of public health significance related

1o the quality, safety and efficacy o

Scanned with CamScanner



m IFEKERE

LILE VIEY omm avc @l hed K5+ 1L "

Federsl Negant Gazene No. 39 28 February 2019, pagel 1125

ha.

Tétr AUV o-moeryy o

-reen
L T T

me ‘-'m AT APRCH
PUTN T Aha ARNLR"Y, AhA.

OLF AWAA mS§ ppmm, ok oy
PP 289 AaNF1,

3%t A P oo )]

fnr.?" oL UIC o-fr hATIM0

B Ty ampray iy afy™  Puhyeg
ACEY ALY MATNT Ap g L0
T ﬂ.-!'P?t TS NG BUMYT NG Pre
OFPmy Koy VI
DALY PATLE Y1

Lt [0

B 1o w3y opye PG omvysp

v

8/

&l

Pamihy®  hemiCd o9y ‘i

Plhondel aoPsy PR 80 AIR
AU PATSTE wpf9™ PAOm @ a1

MIToG° LT @pf9° PUNYS ooyl e

Of VIC @AT @0t foTA@ h704)
NAae: PooLf WA AL hhOLA™Y, hhh
POINNLEY &2L ALTT AF Yous

yEmge  PomfSLYT  ofy  fUheeS

wovs P  Rhooqy,  PU1PhemMar T
Nhhé%e1, Kha- Phemllll of9° NaoPS
hrrdme - APLT oo}
SALYF hANT1:

Khé&er hha.  hoslr fonm anf3YT
wpg® PUhyes oovlf R0V TEokED
oLy LPOEDY PAmNE oot FLITIM
A704 M @3 NHLe1L off of
AT VI W38 AU QRSP ETE 0L

(hhoem.a A3LeoAn AL LTAA |

|t [ i

medicine or quality, safety and

effectiveness of a medical device, as
appropriate, to the executive organ or a
regional health regulator.

25. Medici | lical -
manufacturing and importation
I/ The manufacturer of medicine or medical
device shall have the duty to ensure the
quality and safety of raw materials and
the legality of its supplier.

2/ 1t shall be the duty of the manufacturer or
importer, as appropriate, 1o ensure that
every medicine or medical device is
produced in .accordance with the
appropriate good manufacturing practice.

3/ No medicine or medical device may be
imported through a port of entry unless
authorization is pgranted by the

executive organ.

4/ Every importer of a medicine or medical

device shall be responsible ‘for
ensuring that its imported product is
from a manufacturer recognized by the
executive organ.

5/ If the quality, safety, and efficacy or
effectiveness of a medicine or medical
device are not in compliance with the
law, the executive organ may order the
manufacturer or  importer,
appropriate, to properly dispose or

* return it to its country of origin.
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ﬁﬂnflrf:“ R
 or another appropriale person shalj C
that every product under = PoSsession i,
storvl. transported, and sold in %
with good sorage and disip,
Mnﬂmdinnxhlmrlhﬂiuwh‘
safety, and efficacy or effectium._.“ &
maintained.

2/ Every manufacturer, importer, w
and retailer of a medicine or Mediey
device shall install a2 quality copn,
system that ensures the safety and Qualiyy
of the product.

3/ Every part of a transportation equipmes
having direct contact with the medicine o
medical device shall be clean and shall no
render the product to cause any chemical,
physical, or microbiological contaminatio,

4/ No medicine or medical device instituion
may transfer any medicine or medical
device under its possession outside of the
recognized trade chain without having a
legitimate ground and, as appropriate,
notifying the executive organ or regional
health regulator.

5/ A retailer of medicine or medical device
shall not engage in the wholesale trade of
any medicine or medical device.

6/ No medicine wholesale or retail institution
may sell a medicine unless its label
contains the retail price of the product
affixed by the manufacturer or importer in
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accordance with this proclamation and

directive issued to implement this
proclamation,

7/ 1t shall be the responsibility of the health
institution to ensure that the type of
medicine it possesses are in accordance
with its level, and the health professional
who has access to the medicine has

appropriate authorization.

27. Clinica

I/ A clinical trial shall be conducted on
human beings only in accordance with this
proclamation and regulation issued to
implement this proclamation.

' 2/ The executive organ shall authorize clinical
trial on human subjects only after the
clinical trial protocol is evaluated and
accepted from scientific, legal and ethical
perspective. '

3/ It shall be prohibited to introduce any
dungemmewmmdmndiﬁmsofan
approved clinical trial protocol unless the
exeoutive organ is duly notified.

4/ The executive organ may require review
and monitoring of the approved clinical
trial study by an appropriate national,
regional or institutional review organ.

5/ Clinical trial on human beings shall be
conducted if the person is over 18 years,
has capacity under the Ethiopian Civil
Code, and agree in writing 10 the clinical
trial.

6/ Clinical trial on nursing and pregnant
women, prisoner, person under the age of
18, mentally ill person, other judicially
incapable person, or person dependent on
the professional of the institution

Fa

'l

Scanned with CamScanner



m IELErE2

'r
ARin 3360 Jum Src 40 Paed §F 42 FROED

7
Se DEeie MiE et 077 "‘;
A0l (AT C Deod 51 ll&ﬂ‘?;':'q
T aaTae apT orr F

m-ilm3 (LY. Ear aqper ) G
ddye Py qry a0 AL ey
aolig. Py prhaha ot

4 ey pohyes el P A
ey T NG 0ZHGC AL 19T
Py 0 D-dam CUNTT go-fid- 0T
Aamdlg hooad (14T £OTF no4T
AfTia P TAm PONTS TIV AT
PUhTS ATIee=T MM R iR
R L I Ak L LUl
PemmilP VALY AAAT @t

3 Emye  puhyes  ovhoa  FPATL
RN P2 Sl e 11 AR
FPALYT PAe ALINT LAT fenjiAL
pemek hee V@3 AR okt
LTCYr P LaYULyt  PAT@)
TeFTr PP AT 0T
Povhlc AS AADLR“L AhA- FéALerY
LTCT PTIRLAl 98D Al

B hhéAer AhA AClC PoLaAd AAD
w3yt KNG PUhYeS covtlf (nar AL
ATCTC  AMaod PANGFE AT
AT AL PFRET ool o-metd
ALPCAl AmeP LTAAN

I/ avhg*s ovhe 9°CP°C AL PA AT
PULE L2E PAADT ool By mpye
PUhe™s aouilf AVNPS  hIATNh
Aeomey®  hhhdR=l Aha. foheeg
oolig LPL T AA 0

I8/ NANAR™, KO POAL DAL Pryame.
PUh9"s  eohé. Ay-y=C
TEMNE KhA LERVA

.

X/

hey-k

Gazctie No 19 28° February 2019 , (e~
Federsl Negs™ .
- 1 trial
conducting the clinica ‘ _“'I—;Tr‘h}
pro“ibited unless there is a n

ground and 3 special permission Bani

by the executive organ in accordance Wiq,

Ippﬁcl-mﬂ regulation.

7/ 1t shall be the responsibility of
primary investigator and SPOMSOF of g,
clinical trial to ensure the safety of the
pa.rticip:'mt. adequy,
information to prospective Participan
about the risks, medical benefits, o4
treatment alternatives available 1o g,

participant.

provide

It shall be the responsibility of the
primary investigator and sponsor nﬂﬁ 4
clinical trial to ensure appropriate
scientific conduct, making required
reports to the executive organ, recorg
keeping, reporting any adverse event,
and adhering to applicable protocol,
practices, and laws. :

9/ In approving investigational medicine
or medical device, the executive organ
may require submission of laboratory
experiment and animal testing data in
order to determine jts safety.

10/ The use of investigational medicine or
medical device beside clinical trial
shall have prior approval from the
executive organ.

11/ A Clinkcal Trial Ethics Committees
Supervisory Body directed by 8
higher official of the executive organ
shall be established.
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28. Antiseptics and disinfectants

I/ Every regulated person shall comply with
applicable requirements issued about
antiseptics and disinfectants.

2/ The registration and related regulatory
assessment of antiseptics and disinfectants
shall be commensurate with the product’s

potential risk to human health, ,
'29. Radiopharmaceutieal  and _ radiation
emitting medical device

I/ No one may manufacture, import, export,
wh;:nf'esale or store any rﬁdinphamw:
utical or mdialion:emiuing medical device

unless he gels a certificate of competence
from the executive organ and appropriate

. %, Extemporancous  preparation of @&
: rndlophuinmuml produn:t may only be

.....

- carried out in a health facility having a

. mfuunfmmpammp«fmihu
1 aetivity,

3/ In"  effectively: ' regulating  radio

r

Wttt pharmaceuticals (or . radiation emitting
171 medical device, the executive organ shall

work together with the appropriate body.

°| 30:i Blood and blood components

I/ Any person who engages in the collection
" and distribution of blood and blood
e icdacts olell & & ceriious of
- mmpemfmmdnexmwurgmh

2/ Blood and bluod pmﬂum donation,
" collection, -and  distribution shall be
" performed in accordance with principles of
‘ i L i = 1 i

" i
L1 .,'-J,'
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humanity, and such procucts used for g
purpose of saving life or ‘d"’ﬂﬁg
rescarch may not financially benefit o
the donor and recipient.

Blood and blood components ¢
mnsﬁllil:;ﬂ or further m“flﬂll‘ing o
processing may not be put into use unjey
its safety and quality are in compligpe,
with applicable regulatory requiremengs.

Blood activities shall be classified and
regulated based on its potential risk o g,
safety of whole blood and blood
components, the donor, and the recipien;

5/ Every potential risk associated with blogg

donation shall be communicated to the
donor and the recipient of transfusion,

6/ Health facilities, laboratories, blood banks

and other establishment engaged in blood
and blood component activities shall make
sure it is collected, tested, processed,
screened, pooled, irradiated, washed,
stored, labeled and distributed in
accordance with applicable regulatory
requirements,

Narcotic and psvchotropic medicines, and
precursor chemicaly

I/ A special permit from the executive organ

shall be a prerequisite to manufacture,
import or export any narcotic and
psychotropic medicines, or precursor
chemical.

Anyone who engages in manufacturing,
import, export, wholesale, store, transport,
hold or sell any narcotic and psychotropic
medicine, or precursor chemical shall
comply with this proclamation, ad
regulation and directive issued 1
implement this proclamation,
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‘Jfﬁsp-uchlpemitﬁn!uimpmorﬂpﬂﬂﬁ
narcotic and psychotropic medicines, of
precursor chemical shall apply for a
specific consignment and shall be valid for
90 days from the date of its issuance.

4/ 1t shall be prohibited to import or export
narcotic and psychotropic medicines, or
precursor chemical through the post office
orbythip;nrpukedlngu!ﬂwﬂhodﬂ
medicines or goods.

s/ Narcotic and psychotropic medicines and
invoices, registers, and prescriptions shall

.. be stored in & lockable metal cupboard or
ina special room the key of which shall at

all times remain in the hands of the

6/ Every manufacturer, importer, wholesaler,
retailer, or health institution involved in
‘narcotic and psychotropic medicines, of
precursor chemical activities shall keep
relevant = records, perform demand
projections, and submit - repors in
accordance with directive issued by the
‘executive organ.

7/ Any person who gets ‘narcotic and
psychotropic medicines, or precursor
chemical purchase order from the
executive organ shall report when the
product is imported, or if it is not imported -
for whatever reason it shall be reported
within ten days from the expiration of the
purchase order.

———
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3. ﬂyt_dﬂi—ﬂmﬂ*‘—"‘—%
medicines :

I/ Any licensed medical memiqm
only issue narcotic and pg
medicines prescription in the
institution where he is authorized

2/ No medical professional may!
narcotic and psychotropic Medicin o
himself.

3/ The narcotj
psychotropic medicine shall be Made "
special or P‘)’Chuu%
prescription paper respectively,

prescription of a

narcotic

4/ If any medical professional made a Misizke
on the narcotic or psychotropic Prescriptiog
paper, he shall fold away and leave the leaf
paper containing the error intact withip the
prescription folder.

5/ After issuance of the original of any
narcotic and psychotropic prescription 1
the patient, its copy shall remain in the
prescription folder.

6/ Every folder containing a copy of
prescribed narcotic and  psychotropic

medicines shall be retumed, =
appropriate, to the executive organ or
regional health regulator.

7/ Provisions of this proclamation provided in
respect of dispensation of prescription
megicines shall be applicable to narcotic
and  psychotropic  medicines, 8
appropriate.

8/ It is prohibited to prescribe more than one
narcotic and psychotropic medicine on one
prescription paper, prescription paper shall
have no effect after fifteen days from the
day it is prescribed,
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3. Dispensing _narcotic _or _psychotropic
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lat ;
Every authorized health institution and
medicine retailer may only dispense a narcotic
and  psychotropic

confirmation that:
L]

medicines upon

I/ the prescription paper contains the name of
the prescriber and the institution’s stamp;

2/ the prescription is original, and the writing or
print on the paper does not contain an eror;

3 ;lnrculic and psychotropic medicine is
prescribed using narcotic and psychotropic
medicine prescription paper respectively;

4/ no more than one type of narcotic and
psychotropic medicine is not prescribed
using one prescription paper;

5/ the prescription paper contains readable
series numhlm and

6/ the issue date is within the past fifteen

" "days. |

M ne ns

1/ Medicine compounding shall only be
performed by an authorized pharmacy
professional ‘and within ‘an authorized
institution.

2/ It shall be the responsibility of the
pharmacy professional to ensure that any
compounded medicine prepared for a
patient in accordance with a prescription

* issued by a medical professional does not
contain 'an ' unapproved - ingredient in
accordance ' ‘'with applicable law or

standard and is not unusually harmful to
the user,
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37 Every pharmacy professional who o~
suthorized 10 perform  medicin,
compounding shall ensure that any active
pharmaceutical  ingredients  used to
compound. a medicines are an authoriz
component in other medicine registered by
the executive organ,

4/ The pharmacy professional, healh
institution, or medicine trade 'lﬂS‘lilmi.gn
shall bejointly and severally responsip,
for any health or bodily harm caused g5 4

result of using the unapproved actiy,

pharmaceutical ingredient. a
35. Medicine preseribing and prescription paper

1/ Medicine may only be prescribed by gy
authorized medical professional.

2/ Every medical professional shall preseribe
a medicine in accordance with the
appropriate prescription paper and uniform
medical  service and  prescription
procedure.

3/ Every medical professional shall prescribe
a medicine by using its generic name;
Exceptions shall be provided by regulation
or directive issued to implement this
proclamation.

4/ Every medical professional authorized to
prescribe a medicine shall ensure that all
required information in the prescription
paper is filled out.

5/ The amount and manner of anti-microbial
medicine prescription shall comply with
the uniform medical service delivery
requirements,
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6/ Unless for emergency situations a
prescription shall be given only after the
patient has got a medical record and the
prescription information is sufficiently

provided in the record.
36. Medicine dispensing, and over the counter
medicines ;

I/ Medicine shall only be dispensed by 2
pharmacy professional acting within his
scope of practice.

2/ Notwithstandirig to the provision of sub-
article (1) of this article, the executive
organ, by a directive, shall determine

compelling circumstances when
dispensing by other health professional
categories may be appropriate.

3/ Every medicine dispensing shall be made
as per the paper or electronic prescription.

4/ Notwithstanding to the provision of sub-
article (3) of this article, the executive
organ shall determine a list of over the
counter medicines to be sold in medicine
retail shops.

5/ Every pharmacy professional may dispense
a generic medicine prescribed using its
brand name. Special circumstances may
be . determined as per a regulation or
directive issued to
proclamation.

implement this

6/ While dispensing a medicine, every
pharmacy professional shall ensure that
the patient is informed about the identity,
use, instruction for use, precautions, side
effects, and other relevant information
about the dispensed medicine.

Scanned with CamScanner



P—

 GUAEA1  Aréea 1oe¥

e drC @0 thed BE 3 SRIEAT

Federsl

(14T
7 PATIATAT  LILPTar P P -
JLed PTLS peyrst  ooNbG

=il ﬂ‘
peypnar ThHAT Paceed T e Bk L
-oT syt TIRA

Phema) @ f.
opy oofir C-HIANA dovit

£ emge T A NLer liem ) Blk 4T
pmpiyt e oLk wss”
eaAlTCh Tl MIEITT hﬂ:::

KT AT} PILIT 54

Pam o3y T Npoo-gar Jarit
B ey WIes awwelde em£OVE ho-gh 034
foddor Pam 50T
em 741

lemg 2yt “THWer AL
% Al 47T A - Ear
mgy eaAhIcth TTOAC men Ml AT
Grre Pomgsrt AL NS TS
T T B % v L NN LA
Urs endony AT

i 1oy  Qheeg PoogdrT  TET
20T NS LPUYY Obemplrt TC
w TS ALY of9 AANLATL@- WAy
AhAA FEmms ofy (IPARCKr AN TMT
SEmams KhAT “FoP AT
@%. MAEILY LS NAVNTS av1lf AavR2A
& pemfBe T @Py POWPS ooVl
AR gAY N=lemplrt AHIE Gk QU6
AR PSS TR RERT emwlif
17247 ANAR7L AhA- UCUC LoNA

MY AR T00-NIPR () ool poypm)
UCUC P25 hamAgAl A3 Wb
LUPSA:-

U) SATNINT @l NowfdyT Qpov.p goh
@WLE AOAT PUTA NG PAPT 792970
ONC oldT Mo Pgsyt FoFe
+R& 00T POLF

g/

37.

ary 2019 page) |
Mo- 39 28* Febru %
Megan! Gazette

77 1t shall be prohibited to dispense or ""'---..,ﬂL >

any way, expired, damaged, ;uw
diverted orillegal medicine.

§/ The pharmacy professional shall ensure g,
legality and completeness of a paper’q,

electronic  prescription  before any
dispensation.
9/ After dispensation of medicine
accordance with this article, (h,
information  provided  under (he

prescription shall be logged into a paper o
electronic logbook prepared for this
purpose, and the prescription shall be filed «
after being stamped, named, signed and
dated by the prescriber.

10/ Every professional shall notify the
regional health regulator or executive
organ or health regulators at different
level knows of defects
associated with the quality, safety, and

when he

efficacy of medicine.

a cati e and device

1/ The classification of any medicine and
medical device shall be determined by the
executive organ based on the nature of the
product and standard of the health institution.

+/ The classification of medicine issued in
accordance with sub-article (1) of this
article shall be as follows:

a) medicine that will be available on the

advice of a pharmacy professional,
without a prescription from an authorized
prescriber, and available only in
authorized medicine retail institution;
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b) medicine that will be available only on
the prescription of an authorized
medical professional, and dispensed by
a pharmacy professional;

¢) medicine that will be available only on
the prescription of an authorized
medical professional and dispensed by
a pharmacist professional, and subject
to the con}ml measures prescribed in
accordance with the United Nations
drugs,
psychotropic substances, and illicit
traffic in narcotic drug or psychotropic

Conventions on narcotic

substances;
d) medicine classified in accordance with
the standard of health institutions, and

¢) medicines that will be used for rare

diseases or conditions.

.38. Post marketing surveillance

1/ Every manufacturer and importer, as
appropriate, ~ shall perform periodic
monitoring of the quality, safety, and
efficacy or effectiveness of its
manufactured or imported medicine and
medical device.

2/Every manufacturer, importer, or wholesaler
of a medicine or medical device shall,
when required by the executive organ or
on its own will, perform a postmarketing
surveillance that would enable it to
continuously monitor its medicine or
medical device; establish a wigilance

system, and fumish adverse event
information and  other  required
information.
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medicine and medical devices ang
require its manufacturer or importey, &
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G, VoT PefNT opfs PUhTS ovwie 39, | medicin
Ho-o-C3 HAeehAha medical device circulation
B iTae  Neefdrt  apye  (uhyes 1/ Any person involved in the business of

medicine and medical device trad,
shall take every precaution to ensyupe
the legality of its suppliers, use legy
receipt, and make an immediate repon
. to the executive organ and other

woLe VI ol AL PEONTIE har
PLMD mf3LT ofy® PUNYES covigp
huae PP orrd PI409T1 VI
P2Ir 2407 Pomagbs™ NI PI9T o
PP of9 VI MAPY HT appropriste law enforcement organ
FIT @Rt off FUhPS ovrcs .+ when the illegality of the medicine and
ALI7 olfor AMALRTL WA AhAA medical device Is known 1o him.
Mms -FEMaior ofy™ AWIOIL PATI
AT PTA@P L0 AN

8 WroT @NE PULLN wESLT oL e e e

PUNTS aovse AIEATIN ANLA"Lo- T 16 Do Mot v 0t
MMA  of fhad mS Femag by, as appropriate, the executive organ

AMRoCha- LLLIAN O Sugons Bonith oot
EL L
Ef w X8 H0-NHR (§) ool 3/ Without prejudice to the provision of
Promdn a3t ofy® PONPES wovilp sub-article (2) of this article, the
A7 dAeee14 WAR™L WA opse executive organ or regional health
fhad mS FEMMéa A1 hao- hha regulator together with the appropriate
2C NeotPs £EITMA - body shall ensure the appropriste

disposal of confiscated medicine and
medical devices,

___#
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41. Publi

4/ The executive organ or regional health
regulator shall pay a cash reward 0
any person who gives information
leading directly to the apprehension of
an illegal medicine or medical device.

40. Refurbished and remanufactured medical
d

device
Every refurbished
medical device shall;

and remanufactured

a) have a permit from the executive organ;

b) contain, on its labeling, the word
“refurbished or remanufactured” as
appropriate, and a user manual; and

¢) mention the length of its prior use or date
when it is refurbished or remanufactured.

ealth

|/ No person may manufacture, import, export,
wholesale, or sell public health pesticide

cides

unless the executive organ or a regional
health . regulator grants certificate of

competence.

2/ Any person who has a certificate of
competence in accordance with the provision
of sub-article (1) of this article shall keep
and transmit relevant record with regard to
the public health pesticide it manufactures,
imports, distributes, or sales to the executive
organ or regional health regulator.

3/ Any person who gets a certificate of
competence in accordance with this
provision shall be responsible  for
monitoring and ensure every public health
pesticide is packaged, transported, stored,
or distributed with the least possible risk to
human, animal, and the environment.
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98.

of every public health pesticide shy) be "
segregation from other products,

§/ The labeling of every public health pees:
shall at least be in Amharic language

6/ The executive organ shall work "’hhuh.,
appropriate  bodies 10 ensure the
manufacture, transport, storage, use, ang
disposal of public health pesticide does o
pose a threat to public health.

Section Two
Cosmetics

42. General
Every cosmetic product placed on the marke
shall not harm human health when used
ordinarily or as intended.

43. Registration of trade institution
Every manufacturer, importer, and distributor of
. cosmetic shall be registered by the executive
organ. ,

44. Coxmetic Hl!ﬂfu!' tion and ingredients

1/ No one may manufactdre or import o trade 2
cosmetic product unless a list of the cosmetic
and related information is submitted in
accordance with the operational procedure of
the executive organ.

2/ A cosmetic may not contain any prohibited
ingredients or any ingredient above the
maximum level established by an applicable
regulz*ory requirement. -
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3/ Whenever it is necessary to protect public

& P health, the executive organ may ban a
@@(LLY T35 AL AR pma AhahA cosmetic product or its ingredient.
f-?‘ﬂﬂll

B MTord foll ool p CYr RNt 4/ Every manufacturer or importer shall be
@£ hhavay, LCEYF hyocn LU T responsible for any damage caused as a result
AC TPEN AR FAT SALYY AAOY1s of the cosmetic it manufactured or imported.

o5 0¥ _oomde gch  nmpesd | 45 Manafacturing, storage, transport, and'sale
OAThTIFF: dA334 dpaeiie R
Bl VITaP Po-NT moallee oot preod

* .1/ Every manufacturer of a cosmetic product

FafeCta  Po-Nt  wmige i shall make sure that its product is produced
PmdNY™ © haoilt  upeiy (-Fh in accordance with applicable good
aAlr aoanldel} T KA manufacturing practices. )

R MTeor fond ‘-‘nmﬂ-k:'j’ PCT Rhe-T 2/ The mmufnﬁumr, importer, distributor, or
haew@ry Rhéde o9 FCFe o retailer of every cosmetic shall ensure the
LUYrET M1 ea8A @Ay PAPLT safety of the product during storage,
PUINTTFT: PTIAAN DL Pt BALYY transport, and sale.

AAEss _ a

I 203 APE of9 AA 14R"L PRTTC 3/ It shall be prohibited to manufacture, impont,
a0 LCHTT PU1ETA PN oomle® PCY store, distribute, transport or sell any
oL PNt oomidLf FCT T 0P cosmetic or cosmetic raw material that is not
oygosy Mpovmiy TFHOVE “ThéLAr in compliance with this proclamation or
337 oLy oofiT FEhAhA far other applicable regulatory requirements.

8/ he¥mse Po-Nt oemOdf $°CT oC | 4 Every storage and transport equipment,
Thh, PULSlo “THTIF AS 133 o having direct contact with the cosmetic

product, shall not cause chemical, physical,
and microbiological contamination.

IRUSe PHmie U5  CEY AT er
hetha®: AKhAZ oL syhengnXha
Ahat eere2a7 oot AANTH

h&€a 1] PART FIVE
preear AS +L£r FCET MTARC Mm&w
9%, A_3eear FCt AR &FL NG L | 46. Tobacco product special license and related
roduct
o M i products
& 1oy Aor hhhdaen Aha Preear I/ No person may manufacture, import,
pCr AR AFE ALTE P TC Y wholesale, or distribute any tobacco

products without having a special license

ahrT TNNT 0LT
Wit ek NG from the executive organ.

NEg=A “Thé-4A pa-hahh arie
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ST ht shall be prohibited o Jmanufactyre -
wholesale, d',.;u-ibute. sell, or offer to selj o,
import to (rade any Electronic Nicotip,
Delivery System or other related cigareg,
resembling technology product.

1/ Every tobacco grower and manufacturer shyj
have the obligation to prevent and contrg|
potential harms caused on the health of jig

mplgymortheﬂw_imﬂmﬂ!lislrmhd

tobacco growing of manufacturing.

47 WME
1/ No one may manufacture, import, wholesale,

sell, or offer to sell tobacco products
_ containing ~prohibited ingredient by the
executive organ.

2/ Every tobacco manufacturer or importer
shall maintain and, upon request, provide
information about ingredients used in the
manufacture of each of their tobacco
product, its emission, or any other
information about the product to the
executive organ. If the executive organ
receives legally protected trade secret during
implementation of this sub-article and the
manufacturer or importer declared the same
in writing, the executive organ shall have
the duty to protect its confidentiality.

No person shall manufacture, import,

wholesale, distribute, sell, or offer for sal¢

any tobacco product that:

"a) has a characterizing flavor, whether or not
the product packaging indicates that the
product has a characterizing flavor;

b) contains a flavoring in any of its componegh
or the packaging, wrapping or any technical
feature of the product allowing modification
o!'thesmcllorhslcofﬁ\epmmu
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€) contains one or more additives Wwith
_properties associated or likely to be
associated with energy or vitality, a health
benefit, or reduced health risk, such as but
not limited to, amino acids, caffeine, taurine
or other stimulants, vitamins, and minerals,
or is represented or suggested as containing
any such additives or as having such
properties;

d) contains a colorant to :.hmge the color of

"+ tobacco smoke; or

¢) does not conform to other tobacco product
requirements - adopted by the executive
organ.

48, Prohi n of

n
public places

1/ No person may smoke or use tobacco products
in any part of all indoor workplaces, all indoor
public places, on all means of public transport,
and in all common areas within condominium
housings.

ﬂNoﬁ&mnm:y snmkebrusetohmo in any
outdoor space that is within ten meters of
any doorway, operable window, or air intake
mechanism of any public place or workplace

. provided under sub-article (1) of this article.

.- 3/ Notwithstanding to sub-article (2) of this

. article, smoking in any outdoor part of

healthcare : fﬂi“lics, government

institutions, facilities including schools
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“intended mainly for children or mm
_ the age of 21, higher education imﬂhmqn.
. youth centers, amusement parks, and any
. other places as determined by the executiy,
1, organ or regional health regulators shayj be

..prohibited.. .. = 7,

L]

1/ The sell oftobacm products by and to any
person under the ag: “of 21 shall pe
prohlbllcd el

. 2/ It shall -be prohibited to sell tobaceo
products within hundred meters of the
premise of hulth institutions, schools,

,and youth nenters. where. smoking and
tobacco use is. prohlbited undcr this
proclamauon AT AT AR

3/"No person’ shall sell or arrange for tobacco

. products to be sold or enablc or facilitate

" such sale, by any olher means. including via

the internet, mail or telecommunication or

' 1 “through any means by which the purchaser

.and seller are not in, <the same physical
Iocatmn "

. 4"' Tﬂbﬂuﬂ Pl‘ﬂducts may only bc sold in intact

‘Packages ¢0ntammg 20 sticks or consisting

: uf the specll'ed we:ght ns prescnbed by the

' executwe organ
5/ 1t shall be pmhnb:tad to nmmfactum. import,
.1, store, wholesale, distribute, sell, or offer 10
- sell-any shisha product. A trade activity thet
s lntmdcd to pro\'ldc a place for smoking of

b i shlsha or ﬂher tobaem pmducls shall be
pruhub:ted
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conveyance for which tobacco smoking, use
@A NIRLHT AG or sale is prohibited to ensure that no one
PARS. mlChE opg a4 prgegy CAY
AmmbS  PTLINTA g b

N EPonT i AN,

smoke, use, or sale any tobacco product, and
to ban the placement of an ashtray or other
comparable devices intended for tobacco use
in such placci.

/ Al hsr e
K s 0 wpy eyaaap 2/ The owner or another responsible person of the
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public place or conveyance, or, in the case of a
. workplace, the employer or another
appropriate person, shall post clear and
prominent notices regarding the prohibition of
tobacco smoking and use along with its

comresponding “no-smoking™ sign.
51. Protection _ against _ tobacco _ industry
interference

I/ Interactions between any government organ
responsible for the adoption of public
health policy and the tobacco industry
shall be limited to only those strictly
necessary for effective regulation of the
tobacco industry or tobacco products.

. 2/ Any interaction made in accordance with

sub-article (1) of this article, and whenever
the tobacco industry contacts the
government to initiate an interaction of
any kind, the appropriate government
official shall ensure full transparency of
the interaction and of the contact, and it
shall be appropriately documented.

3/ No person having financial or other
interest in the tobacco industry may
participate in tobacco control training,
workshop, or related events unless in
accordance with an invitation by the
relevant health regulator,
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4/ No goveriment Orgah or an m
working in the area of health policy shoyy

receive any financial or

in-kind
contribution from the tobacco industry, A
government organ may receive

contribution from the tobacco industry j,
accordance with sub-article (5) of ths
article.

5/ Any financial or in-kind charitable or any
other related contribution by a tobaceq
industry shall be prohibited.

52. Tobacco _taxation n revention a
control of illicit trade in tobacco products
1/ The federal government organ responsible
for initiating the country's tax policy shall
levy a tax on tobacco products consistent
with the World Health Organization
Framework Convention on Tobacco
Control which Ethiopia has ratified.
The responsible s];unsihic government
sponsible government organ shall control
illicit  trade tobacco products in
the World Healh
Organization Framework Convention on
Tobacco Control which Ethiopia has ratified.
PART SIX

LABEL P ING. ADVERTISEMENT,
PROMOTION, AND PROHIBITIONS

53. General

I/ Any product regulated under this
proclamation:

in
accordance  with

a) shall be appropriately packed and contain
labeling on its primary packaging;

b) its packaging material shall not
contaminate the product and comply

wit' standard issued by the appropriate
body; and
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¢) its labeling shall not be misleading and
contain information that is inaccurate.

2/ The primary packaging of a packed food and
cosmetic shall have a label in Ambharic or
English language. The executive organ may
by a directive labeling
requirement different from Amharic or
English language, or the primary packaging.

determine

3/ The insert iabeling of medicine that is ¥
included in the national essential medicine
list or widely circulated in the market shall
be in Amharic and in English. If the
intended distribution of the medicine is
limited to one region, its insert labeling shall
be, at least, in English and the region’s
working language.

4/ Notwithstanding 1o sub-article (3) of this
article, the executive organ by a directive shall
determine different labeling requirement other
medicine and medical devices.

5/ No person may import or place into use of
any medicine or medical device unless its
labelling contains a barcode.

6/ Every manufacturer or importer shall provide
the labeling of its cosmetic when making
notification to the executive organ.

7/ The manufacturer or importer of a medicine
shall, affix the medicine retail price, in
Ethiopian currency, on its labelling before
placing the product on the market.
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54,

i d label B

Without prejudice to  general |‘b¢l¥nl
provisions provided under this part:

a) Fortified food labeling shall contaip
description  about the  type of
micronutrient used to enrich the food,

b) Labeling, description, or advertisement o
any food supplement shall not represen,
to be used in diseese prevention
treatment, or cure, OF in any way
characterize as a medicine;

¢) A food containing genetically modifieq

element may only be placed on the marke
if it is packaged and its label ca.intains the
phrase “genetically modifizd” “genetically
modified organism™ or other comparable

description,
d) Labeling of irradiated focd shall contain
the phrase “irradiated” or the

intenationally accepted radura symbol
indicating a food product has been
irradiated with ionizing radiation may be
placed besides the labeling.

€) If the food product contains milk and milk
products, fish and shellfish, wheat, barley,
peanuts, and other food

allergenic its labeling_ shall cleary
describe its content,

soybeans,
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55. Labeling of alcohol drinks

1/ The label of every alcoholic drink prepared at
a factory level and provided for public use
shall contain its alcoholic volume and a
wamning that alcohol consumption may
cause health problems and women should
not drink alcoholic drinks during pregnancy
because of the risk of birth d?ru::.

2/ The label of every alcoholic drink prepared at a
factory level with a volume of less than 10%
shall contain the pl‘Dd;.ICt'S expiration date.

56, Packaging and labeling of _medicine and
medical device
Without prejudice to general labeling provisions
provided under this part:

1/ The label of every in-vitro medical device
shall contain the phrase “for medical use™.

2/ Where the medicine or medical device is
intended, for research, education, clinical
trial, or any other comparable non-medical
use, its labeling shall contain the purpose for
which it is intended to be used.

'3/ The labeling of radiopharmaceuticals and

' radiation emitting medical device shall
contain information sufficient for the patient
and users to identify radiation protection
method, inappropriate use, and possible
risks associated with the installation of the
product, as appropriate.
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packaging, and labeling
I/ The packaging ‘of any tobacco producy
contain rotating health wamnings ang
that are comprised of combined images .
plctures  in éccordance Wity

requirements set by the executive organ,

full-color

2/ The health warnings and messages requieg
in accordance with sub-articte (1) of thiy
article shall be displayed on no less thp
70% of the front and back side of eagh
principal display area of its packaging anq
labeling, not counting the space taken up by
any border surrounding the health Waing,

3/ Any misleading statement or presentation on
the outside packaging and labeling of
tobacco products with the likely effect 1,
create an erroneous impression about the
product’s characteristics, health effects,
hazards or emissions, or any expression gr
presentation purporting to signify one
tobacco product has lesser harm compared
to other tobacco product shall be prohibited,

4/ Any term, descriptor, trademark, figurative,
color, or other sign of any kind that direstly or
indirectly creates or is likely to create the false
impression that a particular tobacco product is
less harmful than others, including the terms
“low tar”, “light”, “ultra light", or “mild",
“extra”, and “ultra” and” similar terms or
expressions shall be prohibited.

58. Advertising and promotion

I/ The content of every advertisement and
promotion of a regulated product shall not
be false and misleading, be appropriate and
ethical, and comply with requirements of
this proclamation and other applicable laws.
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2/ Every mass media and advertisement
disseminator shall have the duty to comply
with a directive issued in accordance with
this proclamation.

3/ The adventiser and advertisement disseminator
of any regulated product, and if the subject is
promotion, the distributor or another person
who caused the distribution of any
medicine and medical device promotion agent,
shall have joint and several responsibilities
with regard , to compliance with this
proclamation and other applicable laws.

4/ Infant formula may not b'e advertised through
any advertisement dissemination means
except for the labeling on the product.

59. Medicine and medical device advertising and
promotion -

I/ Unless subject to exceptions defined under a
directive issued by the executive organ, it
shall be illegal to advertise any medicine
through a means of advertisement
dissemination.

» 2/ Any direct advertisement or promotion made
in-person to a health professional shall be
through a medicine or medical device
promoter who is duly authorized by the
executive organ.

3/ Unless it falls under the maximum allowable
gift or giving as defined by a directive
issued to implement this proclamation, it
shall be prohibited to offer or give, directly
or indirectly, any financial, in-kind or
comparable benefit to a health professional
in relation to promotion to health
professionals.
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I/ Any advertisement of an alcoholic Produey
shall contain a wamning, as appropriate in
writing or sound, that it is illegal to se| i,
a person under the age of 18.

FAADA  oomr () 2/ It shall be prohibited to directly or indirectly
A IALEST  woAf (29 (0 CF advertise alcoholic drinks in places of publjc
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and other places by unreasonably decreasing

the size of the waming.

3/ Any manufacturer, importer or distributor of
alcoholic drinks whose volume is more than
10% shall not directly or indirectly sponsor
public and government holiday, exhibition,

ANT @M PAFENTT W (Ippage sports event, school event and other related

Uy 0MIPos  0ZMC o3pie youth-centered events.
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YO0TTer  ehnabA  pcr  nacetny |  venising any aleoholic drink through boat

s prohibited. This restriction shall be
applicsble on any direct or indirect
advertisement that connects a brand name.
emblem, trademark, logo, organizationsl
embalm, or any other distinctive feature of
alcohol  product non-alcoholic
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3/ It shall be prohibited to advertise alcoholic
drink by associating it with any lottery
system or through billboard, Details shall be
determined by regulation or directive issued

to implement this proclamation.

6/ Additional restriction regarding the time,
place, and manner of alcohol advertisement
and promotion may be determined by a

regulation issued to implement this
proclamation.

61. Tobacco products advertising, promotion,
and sponsorship

I/ Unless it is legitimate expression as defined
by a directive issued to implement this
proclamation, all direct or indirect tobacco
products advertising, promotion or
sponsorship shall be prohibited.

2/ Without prejudice to sub-article (1) of this
article, no person may

a) initiste any tobacco products

advertising, promotion, or
sﬁunsorship;

b) produce, publish, distribute, or make
accessible any tobacco products
advertising, promotion, or

« sponsorship content; or

¢) engage or participate in any tobacco
products advertising, promotion, or
spﬁnwship as media or event
organizer, celebrity or  other
participant, as a recipient of any
sponsorship contribution, or as an
intermediary that facilitates any such

contribution.
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3/ Tobacco products in retail shops shall p~
placed behind or under the counter 5o thy
any customer may not directly grasp or g,
the product.

62. Prohibitions
Without prejudice to other prohibitions defined
under this proclamation znd other 2pproprise
laws, the following acts are prohibited:

I/ The doing of any act which causes 5
regulated product to be adultersteq
misbranded, counterfeited, and substandard-

2/ poisoning & food by mixing any substance
that is deleterious to human health;

3/ The trading of or provision to the public of
any adulterated, sub-standard, misbranded,
and counterfeit product;

4/ The receipt to trade a regulated product that
is adulterated, sub-standard, -misbranded,
counterfeit, and the delivery or proffered
delivery thereof for pay or otherwise:

5/ The refusal or obstruction of inspection and
related activities as authorized under this
proclamation;

6/ Mobile sale of medicines and medical
devices; and

7/ Conducting trade in regulated products in
contravention to regulations, directives of
other laws issued 1o implement this
proclamation.
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W N NSIBIL
OF INSPECTORS

63. Power and responsibilities

An inspector of the executive organ or regional
health regulator, subject to the power and
responsibilities of the agency where he works,
shall have the power and duties to:

I/ enter, during working hours, in any licensed
institution which holds any regulated product
and conduct investigation and order its
temporary closure; order a regulated product to
be kept separately until laboratory result is
known; to detain and seize, or order the storage
without removal or alteration of, any product or
another thing related to the product;

2/ If the institution or place where the regulated
product is held is not registered by the
executive organ or regional health regulator,
enter with a court order and take legal

measures;
3/ 1o stop any vehicle or other means of
transport in which the inspector knows it
carries mon-complying regulated products,
and open, search, take sample of the
\ product, and detain or seize the product;
. 4/ inspect regulated products and raw materials
at ports of entry and exist;

5/ enter, inspect and take legal measures,
without court order, into a licensed
institution during its off work hours and any
other place if it held a regulated products
which the inspector has .-.r;uﬁicient reason fo
believe that it endangers public health and
ﬂ'lc. product or other evidence is likely to
disappear, be altered, or concealed, and
notify such action to a nearby court of law;

- ——
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6/ to examine, open, or fes i
equipment, tools, materlals, or Uything
Inspector reasonably belleves | “ld..
capable of being used for llljch trade |y ?
regulated product; -

7/ to examine and make coples of or frop,
documents, notes, files, including *m:
files, or other records the "'Nh
reasonably  belicves  might Contaiy
information  relevant o dﬁ"""*l
compliance with the law: take Samples o
component of a product,

. photographs, and video of a regulateq
product;

8/ to order laboratory examination through the
executive organ or regional health regulator
of any product the inspector reasonably
believes might be adulterated, counterfeit,
noncompliant or otherwise dangerous b
public health and, until the laboratory result
is known, quarantine such items for 1
period of time as defined by regulation
issued to implement this proclamation;

9/ inspect the proper disposal of regulsted
products when they expire or when they are
confirmed to be unfit for use in accordance
with this proclamation; and

10/ to enter any time in any public place where
tobacco smoking or use is prohibited, and
during working hour in"any workplsce:
public conveyance and other places where
tobacco smoking and use is prohibited
conduct inspections and take legal measure.

e ———E
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64, Responsibilities of Inspectors
Every inspector:
I/ before conducting any inspection activity,

shall present his identification card or

e credential, and introduce his identity and

organization, the reason for the visit and

legal power to enter and inspect regulated

products and institutions. )
2/shall recognize, collect and present
admissible evidence including sample,

measurement, a copy of a document,
photograph, video recording and a ccpy of
records to support an appropriate legal

measure on the institution.

3/ shall, while exercising his powers and
responsibilities, take due care to act within
the legal limit, in accordance with applicable
laws and codes of ethics, and in a reasonable
manner to achieve the purpose cof this
proclamation.
4/ shall report to the executive organ or regional
health regulator any non-compliance known
to him with this proclamation and other laws

issued to implement the proclamation.

5/ shall respect orders from higher official and
discharge responsibilities with the necessary
care, diligence, honesty, and timeliness.

6/ shall maintain the confidentiality of every
information and document he gets due to his

responsibility.

7/ shall observe new work procedure that is
adopted by the executive organ or regional
health regulator and intended to implement

its power and responsibilities efficiently.
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I/ Where a regulated product or a holder of y'
certificate of registration, certificaye of
competence or other license is founq In
any way to be in violation of this
proclamation or other applicable laws, the
executive organ or regional healgy
regulator shall take, depending on g,
severity of the non-compliance, one
more of the administrative measupey
defined under this article.

2/ A waming letter may be issued to any
person who unintentionally violates the
;mvisiun of this proclamation or other Jaw
issued to implement this proclamation for
the first time, and the non-compliance
does not cause any harm to human health,
body, or life,

« 3/ If the non-compliance committed by any
regulated person would cause minor ham,
as defined by a directive to implement this
proclamation, its registration certificate,
certificate of competence, or other license
may be suspended, and it may be revoked
if the violation would cause major harm to
human health, body,or life.,

L]

4/ Where any regulated product is suspected
to violate applicable requirements and
there exist a reasonable ground to doubt
the non-compliance, it may be detained
until laboratory or other examination is
prformed on the sample.
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5/ Where any regulated product is confirmed
1o violate applicable  regulatory
requirements it may be, as appropriate,
seized, confiscated, or disposed or
returned (o its country of origin at the
owner’s cost.

6/ Notwithstanding to sub-article (5) of this
miclt._ the product in appropriate
circumstances, may be detained at owner's
expense until such time if relabeling,
repackaging, or similar other corrective
measures would place the product in
compliance with this proclamation.

7/ Where 2 regulated product is in
qmm'ﬂuimurlpplk:blthuind.r}ttﬁt
or exposure to this product will lui'c adverse
health consequences or would result in death
the responsible person shall be ordered to
recall their marketed products and 1o
immediately cease distribution.

8/ The import of a regulated product that is
found to be frequently non-complying
with this proclamation or other applicable
laws may be temporarily or permanently
barred.

9/ When a person is criminally convicted due
to act that is directly related 1o works in
regulated products or services under this
proclamation, the executive organ or
regional health regulator may debar such
person from engaging in such works.

10/ The executive organ and regional health
regulator, in accordance with a regulation
issued to implement this proclamation or
other appropriate law, may take a civil
penalty independently or together with
another administrative measure. 2¥
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%6, Comp! int on administrative measure

I/ A complaint . handling organ ghy "

established by the executive orgay .
regional health regulator o hang,
complaints when a regulated person Who
believes that any administrative Measyr,
that was taken on its product, institution or
itself, or the denial of a legitimate Service
under this proclamation il'lapprnpﬁuc. -
propertional or illegal.

2/ The complainant shall have the right to pe

heard by the complaint handling Ofgan
established in accordance with this article,
and may lodge a written complaint, proffer
evidence, respond to answer, and requesy

copy of decision.

3/ Any complaint to be made in accordance wig

this article shall be lodged within 30 working
days from the date of final decision by the
process owner of the executive organ or
regional health regulator or from the date of
confirmation of the decision by the higher
official of the executive organ or regional
health rcgulator The complaint, however, may
be direcﬂy brought before the complaint
handling organ, if the higher official of the
executive organ or regional health regulator
doesn't decide it within 5 working days.

4/ The complaint handling organ that received

@ complaint in accordance with subarticle
(1) of this article shall render its decision
within 60 working days from the date it
receives a complete com plaint.

5/ A final decision rendered by the complaint

handling organ in accordance with this

article may be appealed to the appropriate
cour, of law,
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67. Penalty

I/ Any person who, by sub-standardizing,
misbranding, or counterfeiting a regulated
product, manufactures, . import, Store,
wholesale or sell it in retail; or provide or
distribute for use by the public shall be
punishable by simple imprisonment for not
exceeding three years and a fine not
exceeding Birr two hundred thousand. If the
product’s defect would cause grave harm to
human health or life, he shall be punishable
by imprisonmentynot exceeding seven years
and a fine not exceeding Birr five hundred
thousand.

2/ If, due to the action described under sub-

article (1) of this article,

a) harm is caused on the body or health of
any person, he shall be punishable by
imprisonment from seven years to fifteen
years, and a fine from Birr twenty
thousand to Birr three hundred thousand.

, b) any person died, he shall be punishable by
imprisonment from ten years to twenty
years, and a fine from Birr thirty

thousand to Birr four hundred thousand.

3/ If the person commits the crime described
under sub-article (1) and (2) of this article
negligently, he shall be punished by
imprisonment for not exceeding three years
and with fine not exceeding Bimr fifty
thousand.

4/ Any person who, without a registration,
marketing authorization, certificate of
competence or other authorization as

required under this proclamation and other
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law issued to implement this %
or using a falsified document, man,

import, store, wholesale or sale  j, rew
or provide or distribute for use by the Public
shall have its product confiscate and &'
punishable by imprisonment from three
years to five years and with a fine from
Birr five thousand to Birr one hundreg
thousand. If the crime provided under sub.
article (1) and (2) of this article
committed  without a centificate of
competence or using a falsified documeny
the penalty of this article sha be
additionally applicable.

5/ Any person who has a registration centificate,

marketing  authorization, certificate of
competence or- other license under this
proclamation and other law issued 1
implement this 'proclunalion and transfers
the same to a third person, or anyone who
received such document illegitimately shall
be punishable by imprisonment from one
yearto five years and with a fine from Birr

ten thousand to Birr one hundred thousand.

6/ Any person who, in any way, prevents of
impedes the wark of inspector as assigned
under this proclamation, or in any way
‘obstruct inspectors from getting evidence or
hide or conceal such evidence from
inspectors, give false statement oOf
documents during theijr work, or attempts 10
do the preceding acts shall be punishable
with imprisonment from one year to five
years. If it causes harm to the person, body:
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or possession of an inspector assigned under
this proclamation and who is on duty shall
be punishable by imprisonment from three
years to fifteen years.

7/ Any person who sales medicine, medical
device or related products without having
the necessary qualification, or causes the
sale or offer for sale of such product by
unqualified person shall be punishable from
three years to seven years and a fine from
Birr ten thousand to Bimr one hundred
thousand,

!.".Any person who prescribes, sales, dispenses,
or gives medicine without prescription or

- with  unawthorized  prescription in
contravention to this proclamation and other
laws issued to implement this proclamation
shall be punishable by imprisonmint from
one year to five years, and with fine from
Birr five thousand to Birr fifty thousand.

9% Any inspector who, in relation to his
authority under this proclamation,

a) intentionally fails to report substantive
facts, evidence, or inspection findings to
the executive organ or regional health
regulator, and as a result, a person’s
health or body is harmed, shall be
punishable with imprisonment from one
year to three years and with a fine.

b) made false report inspection findings to
the executive organ or regional health
regulator, or did not take the appropriate

"measure in a circumstance that
guaranices administrative measure, or
unjustifiably took a minor measure that is
ot proportional to the magnitude of the
noncompliance shall be punishable with
imprisonment from one year to three year
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and with fine from Birr five ﬁ%
Birr twenty thousand;

c) where the crime defined under (his sub.
article (a) and (b) is Commigy
negligently, it shall be punishéh]e by
.irnprisonmcnt from six months 1, -
year.

d) where the inspector under (a) ang (b) of
this sub article commits the crime wiy,
the intention to benefit himself o
another person, the appropriate am;.

shall e

corruption  provision

applicable.

10/ Any person who contravenes the
that health

examination and health cerificate of

provision requires
employees having direct contact with
food preparation shall be punishable by
imprisonment not less three months
and with a fine from Bim twenty
thousand to Birr fifty thousand.

11/ Any regulated person who, directly or
indirectly, give, offer to give, or promisé
any financial, in-kind, or any gift to any
health professional with the intent to
cause the health professional to prescribe
medicine, medical device, or related
product shall be punishable with
imprisonment from three years to seven
years and a fine from Birr ten thousand
to Birr two hundred thousand.

12/ Any person who conducts mobile sale of

medicine, medical devices, or related
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products in contravention 1o this
proclamation or other laws issued (o
implement this proclamation shall be
punishable with imprisonment from one
Year to five years and a fine from Birr ten
thousand to Birr one hundred thousand.
13/ Any person who, with the intent to
materially profit himself or another person,
gives or cause another person to give blood
shall be  punishable by simple
imprisonment nol exceeding threc years
and with a fine not exceeding Birr fifty
thousand. If the person commits this act as
his daily engagement and benefit out of
other peoples need, shall be punishable by
imprisonment from three years to ten
years, and with a fine from Bimr ten
thousand 1o Birr on!: hundred thousand.

14/ Any person who violates the provision
regarding blood and blood products and
sub-standardizes the collection, testing,
processing, screening, pooling and
irradiation of blood and blood products
shall be punishable with imprisonment
not exceeding one year and a fine from
Birr twenty thousand to fifty thousand.

15/ Any person who in violation of this
proclamation, ~conduct clinical trial
without being authoﬁtad by the
executive organ; perform any activity
beyond the scope of the clinical trial
protocol; use investigational medicine or

medical device without authorization by
the executive organ; oOr give

Scanned with CamScanner



P—'

LELA YIET oM RTC dil et K8 43 (NI 2=

. Nl'l"‘l Gazetie No ].ﬂ:!. February 2019, P'Flllig

IZ/ g0y pop

frmdems NPT nohees  ov-licar
AIRATS (W7 WHédL o PRI
PILYT o f o3y AmY+ fOm
opge PPN AIRUSY  DAGE Gem - KOl
Ao o (9RCH Aot AT DAIC
ye . Al AIC K3 oo T, (A7LRCH

o LANA

% IFer eeu eahe oddT
PrAma Pon o3yt h9PeTi1 Aheraqa:
Al, @f9™ B T+ A4 QAo PRIE
UL VI A2L b PAFT VL1
ol olddT AMAD do w3y
hiim hh9°0F %emd Adh AT Yot
(MLRCH 0% Ardt AT NG Y9=a 0,
Adh AC ook B N7RCH oo
P

%/ 0hN&R=, AhAa- efyr  OhaA me

TN (W PUMPP  Pemf Sy
PURT T o iif} wpy™ PAA PCIT 2R
We Afad wpy “Jor ALANYT L2'CH-
PARCT A (Mot PY peygeas
CTCT PARLT PUNEY C7°CA pReM
PROPT P04 0L avpA - 19029
67°CF AL PéRam A3R0PY hyid e
(900 PAA Xpwed NG Wilc haoc B
Al AC 9904 T, 197200 s ppmp

lenbAds  popnsme oy
FTEPAT oL eazsachr oo 4.CA4 T
Prootlil £3299,9%3 pmg TiTo9r Ao
Wt oc Negern pan At A§ WG

MA [, Anh e Wi oot B, Qmyech
oudise ppma i

I iy AeE pe EUTY APE A710480e |

"tom v ovwy} ANtPod: vepy

unauthorized financial, ""'kind_;rw“';
comparable gifis to any Person 4,
participate in the clinical study g all be
punishable with imprisonment frop, &
year to ten years and a fine fiom Bin.
twenty thousand' to Birr one hundreg
thousand.

16/ Any manufacturer, importer, eXporter, o
wholesaler with a registration certificate,
with the exception of a person having
one-time purchase permit, tha sells
medicine to unlicensed person shaj| be
punishable with rigorous imprisonmen
from five years to seven years and ,
fine from Birr five thousand to Birr ope
hundred thousand.

17/ Any person who fails to report to the
executive organ or regional health
regulator any adverse event caused by
medicine, medical devise, or other product
as required under the law; fails to make
periodic report; or falsify, conceal,
deceive, or perform related activities in the
report shall be punishable with simple
imprisonment with not less than three
months and a fine from Birr ten thousand
to Birr fifty thousand,

18/ Any person who venes the provisions
of this proclamation regarding prohibition
or limitations on advertising, promotion,
and  sponsorship _activities shall be
punishable by imprisonment for not less
than three months and 5 fine from Bir

thirty thousand 1o gy one hundred
thousand,

19/ Any person Who prepares, publishes,

transmits, or i, any way participates in
illegal of Unauthorized advertisement
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or promotion as defined under this
proclamation and other law issued to
implement this proclamation shall be
punishable by simple imprisonment not
exceeding three years and with fine not
less than Birr fifty thousand.

20/ Any person who sell tobacco products in
prohibited places where tobacco
smoke, use, or sell is prohibited shall
be  punishable  with  simple
imprisonment not exceending six
months and a fine not exceeding Birmr
five thousand. Any person who smokes
or use tobacco products in prohibited
Biaces shall be punishable with a fine
not exceeding Birr one thousand.

21/ Any person who sale alcohol in
prohibited places shall be punishable
with simple imprisonment not less than
six months or a fine not exceeding
Birr five thousand.

22/ Any person in charge of public places,
workplaces, and conveyances who
violated the requirement to post the “no-
smoking” notice along with its
corresponding sign, or failed to take the
required measures when smoking or
tobacco use occurred in violation of the
law shall be punishable with
imprisonment not less than three months
and with fine from Birr one thousand to
Birr ten thousand.
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23/ Any person, who manufactures, m

" wholesale, distributes, stores, or ip any
way sales tobacco product with prohibiteq
ingredient, any tobacco product which
illicit, shisha, or electronic nicofine
delivery system or other related Cigarets
resembling technology product shajj be
punishable by simple imprisonment from
three months to three years, and a fipe
from Birr one thousand to two hundreg
thousand.

24/ Any person, who sells, fumishes, or i
anyways gives 1lobacco product o
alcoholic product to a person under the age
of 21 shall be punishable by imprisonment
for not less than three months, or by a fine
from Birr one thousand to three thousand.

25/ Any tobacco manufacturer, importer,

wholesaler, or distributor who violates
the provisions requiring disclosure of
tobacco product content, furnishing of
related information to the executive
organ, and the provision which restricts
tobacco industry interferences shall be
punishable with imprisonment from
one year to three years, and fine not
less than Birr fifty thousand.

26/ When any crime defined under this
proclamation is committed by a legal
entity, the court may as appropriate,
may order the closure, suspension, or
dissolving of the entity.
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PART NINE

MISCELLANEOUS
68. Handling and disposal of products

I/ The handling of any regulated product under
this proclamation and that is expired,
unusable, or unfit for use for any reason
shall not be in a manner that could
contaminate other products.

2/ Any product that is segregated in accordance
with sub-article (1) of this article shall be
disposed with due care to the health of
human, animal and the environment, and the
cost shall be covered by its owner or another

appropriate person, )

3/ The executive organ or regional health
regulator, upon request by the appropriate
person, shall give the necessary information
regarding products disposed of
accordance with this provision.

69, ln!ormalloﬁ handling
1/ Every manufacturer, importer, distributor, or
retailer of a regulated product under this

proclamation shall have a system that enables to

in

show the condition and process of its
. distribution chain until it reaches the end

consumer.

2/ Every manufacturer, importer, or distributor of a

regulated product under this proclamation shall

. have the responsibility to handle, report, and

furnish, upon request, to the executive organ or

regional

regarding the quality, safety, effectiveness of
the product, and other related matters.

health regulator any information
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3/ Every person who has a license IM_—.I?
accordance with this Proclamation shall keep o
give a report, upon request, to the executive otgan
or regional health regulator all records about yp,
medicines it menufactured, imported, distributed, o
sold.

70. Repeal and inapplicable laws

1/ With respect to matters provided for by this
Proclamation, Proclamation No. 661/2009

is hereby repealed.

2/ Article 8(5) of Proclamation No. 759/2012 is
hereby repealed.

3/ No law, regulation, directive or practice shall
in so far as it is inconsistent with this
proclamation, be applicable with respect to
matters provided for by this proclamation.

71. Power to issue implementing la
1/ The Council of Ministers may issue regulations

necessary for the implementation of this

Proclamation.

2/ The executive organ may issue directives
necessary for the implementation of this
proclamation and regulations issued

pursuant to sub-article (1) of this Article.

72. Transferred power an ibili

1/ Regulatory functions under Articles 3(2) (c),
3(2) (e), 4(2), 4(16), 46 and 47 of Proclamation
No. 661/2009 which deals with registration and
licensing of insufficiently available heaith
professionals, the issuance of a certificate of
competence and regulation of special health
institution, and professional and premise license
for traditional medicine and alternative and
complementary medicine shall be performed by
regional health regulators.
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2/ Regulatory functions under Aricles 3(2)(g),
4(14), and 4(15) of Proclamation No, 661/2009
which deals with quarantine and regulation of
communicable disease at ports of entry and
exits shall be performed by the Ethiopian Public
Health Institute.

3/ Regulatory functions under Articles 3(2)X,
3(2)(h), and 4(21) of Proclamation No.
661/2009 which deals with enforcement of
hygiene and environmental health requirements
by federal government owned health-related
controllable institutions and trans-regional

health-related institutions shall be performed by
the Ministry.

4/ The Ministry shall monitor mmpllume with
legal requirements by health institutions owned
by the federal government.

5/ Articles 45 of Proclamation No. 661/2009 which

deals with registration of uaditinﬁal medicine
and alternative and complementary medicine
shall be carried out by the executive organ.

73. Provisional clause
The Health Professional
shed by the Council of Ministers Regulation

Ethics Committee

establi
No. 209/2013 shall remain operational until such

time another body is established by law to take
over its responsibility, and regulatory functions
under Articles 3(2)(d) and 4( 16) of Proclamation
No. 661/2009 which deals with regisiration and
licensing of alternative  and complementary
medicine  practitioners and other health
professionals coming from abroad shall be
performed by the Ministry.
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74. Eliective date e

I/ This Proclamation shall enter into force on ye

date of publication in the Federal Negarit Gazette_

2/ Notwithstanding to sub-article (1) of this article,

article 53 (3), (%) and (7) of this proclamation
requiring labeling of medicine and medicy
device to be in Amharic and English, requiring
barcode and placing of retall price requiremen
shall come into effect at the eighteenth month
from the date of adoption of this proclamation,

3/ Notwithstanding to sub-article (1) of this article,

article 57 sub-articles (1+3) regarding health
warning and packaging on tobacco products shal|
come into effect at the twelve month from the
date of adoption of this proclamation.

4/ MNotwithstanding to sub-article (1) of this

article, article 55 .of this proclamation

* requiring health waming on alcohol products

. shall come into effect after six months, and

, article 60 banning the advertisement of alcohol

through broadcast and billboard shall come
into effect after three months from the date

- of adoption of this proclamation the 5 day

of Februray 2019, °

Dane at Addis Ababa on this 28" day of Februray 2019

SAHLEWORK ZEWDE

PRESIDENT OF THE FEDERAL DEMOCRATIC

REPUBLIC OF ETHIOPIA
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