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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 provent and
control the public's health from  unsaft,
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 substences, and precursor
chemicals;

. WHEREAS, it is necessary fo install 2
regulatory scheme compatible with the country’s
expandingi:ﬂusuymdrmanufacwringsectbr;'-

WHEREAS, it is necessary to prevent and
control the public’s health from the devastating
health, social, and economic consequences of
tobacco product;
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10/ “pharmacy professional”  means 2
pharmacist, ' druggist, or  pharmacy
technician licensed by the appropriate health

professionzfl regulatory organ;

11/ “narcotic drugs” means a medicine subject

to control in  accordance with  the
Comentiontissiéd by United Nations and
(0 Aratified bynBeopiazapdsiriclude a drug that
e isygalegorizgipas narcotje-drug by the
W0 eSXSCUtVRQIAN, il
Depy RS
v2 -mAnsiibREce SGBjecttd Control in accordance
4R withdHe Corivention issued by United

i85 kubstarice” means  any

sy Nationis $Aud© 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 electronic
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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i ‘Pl 6" AT RPTC PULRLNTT 16/ “raw material” means the basic material

PCT AT PLINDA TR o from which a regulated product is made;
a

TE PRIS APRA MAT  AFALE VNS 17/ “blood product” means a product prepared
KA Plo-d hde AP @ L0 PR
oV PLUIR POCT Far:

1%/ “gye" e hdee PeLANGA o0& U

“AMA A AenAD. @£.9° AAA PR FTRA

QTP PEALe LEELTY LS ovA PR
LIt Lam s Yo-:

Tiil “hAhovnde "‘I-t'l’d'll" AT TP AT
gL AT e 0 ofP

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

PyE @3 GLT oo f AR OC ) . ; .

including  the  packing  material,
PATET PCT SR RS R e identification or trademark, trade name,
AAT Wy oo T 0L MM any special mark thereon of an authentic
A06 (QooAma: NG LUTr WALE e’ product and presenting such falsely
PO 0fY 1M A0S PERLONTT labeled product as if it is manufactured by
oCt AT APEE Rikdbandel the genuine manufacturer;

NM0eeAA “19LA] Yo

%/ “eolAO” TINT PAILT PCT NNLT oL 20/ “adulteration” means adding any foreign

AT Aamyren(: A e Y
rHemd  Aoodid  0fY° Amdrov(
ALd@  OFTA oLy PlAm  ATAUT

its bulk or weight, or reduce its quality or
N7hamhA oLy AAA  tomddg G477 :

strength, or make it appear better or of
ANA AL 1IC oL LIT oeduonC -

greater value than it is;
ofye  PPCET LU A ITLNC

substance or ingredient or substituting the
content of the product in whole or in part

by such other substance so as to increase

oo phF -t
RBI “aodd-aofs A" A PopmpryY 21/ “pharmacopeia” means a document accepted

" by th opriate containing th
‘"‘"k.."-! f””-g'ﬁ'l"'"!:f‘ f.ll"f' yﬂﬁ)‘ zG Y e appropria organ ning [

particulars of medicine preparation, physical

PAAD FITL-YIC LILNAE avepr PUIRT . v
aspects of medicine and non-medicinal
e LIt PéTr TG AT ANLYT .
substances, preoperational aspect, content,
weer  Mrevpah  “1RAT FAGTOT intensity and standards and criteria’s to be
wallFPT  @p  KEPT  ShtT AT fulfilled related to such particulars;
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22/ “medical device” means any instrument,
app. ratus, impiement, machine, appliance,
implant, reagent for in vitro use, software,
material or other similar or related articles
and their accessories, which does mot
achieve its primary intended action by
pharmacological, immunological  or

metabolic means, in or on the human

body, and intended by the manufacturer to
be used, alone or in combination, for
medical purpose and includes device
intended for refated medical use and

control of contraception;

23/ “in vitro medical device” means a device,
whether used alone or in combination,
intended by the manufacturer for the in-
vitro examination of specimens derived
from the human body solely or principally
to provide information for diagnostic,
monitoring or compatibility purposes, and
includes reagents, calibrators, control
materials, specimen receptacles, software

or related other articles;

24/ “refurbished medical device” means a
medical device whose service year is yet
to expire or has already expired and
undergone the appropriate renovation and

effectiveness testing for use in medical

purpose;

L

25/ “remanyfactured medical device” means a
medical device which is taken back to a
manufacturer after use by a health
institution and rebuilt based on the
effectiveness and safety specification of
the original 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 io the
products, and or to study its absorption,
distribution, metabolism, and excretion
with the object of ascertaining their
efficacy and safety;

27/ “bioequivalence center” means the center
in which two

productions are ascertained by research as

types of medicine

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 heaith and includes pesticide-

treated mosquito net;

29/ “cosmetic” means any article intended to be
used by means of rubbing, pouring,
steaming, sprinkling, spraying on or.

otherwise applied to the human body or any

part thereof for cleansing, beautifying,
promoting attractiveness or aitering the
appearance and, any article intended for use
as component of & 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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30/ “tobacco product” means a product entirely
or partly made of the leaf tobacco as raw
material which are manufactured to be
used for smoking, sucking, chewing, or
sauffing;

31/ “tobacco tobacco

manufacturer, importer or wholesaler;

industry”  mean

3%/ “tobacco product special regulatory license”
means a permit granted by the executive
organ or regional health regulator for the
purpose of tobacco manufacturing, import,
wholesale, or sell but this does not inciude
a trade license;

33/ “electronic nicotine delivery system™ means
an electronicatly operated  product
designed to deliver an aerosol to users by
heating a solution comprised of nicotine
and typically, but not necessarily,
propylene glycol and/or glycerol, and
often flavoring; and any component,
including a cartridge, a tank and the device
without cartridge or tank, intended for use
with or in the product; ’ '

34/ “tobacco advertising and promotion” means
any form of commercial communication,
recommendation or action with the aim,
effect or likely effect of promoting 2
tobacco product or tobacco use either

directly or indirectly;

35/ “tobacco sponsorship” means any form of
contribution to any event, activity or
individual with the aim, effect or likely
effect of promoting a tobacco product or
tobacco use either directly or indirectly;
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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 natural or artificial additivé 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 a 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
in the form of numbers and a pattern of
paraliel lines printed on and identifying a
product for'-the purpose of monitoring by

the manufacturer or executive organ;
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41/ “alcohol” means any drink with 0.5% more

alcohol volume;

42/ “generic name” means a chemical term
by which a medicine is addressed without

referring to its brand name;

43/ “means of advertisement dissemination”
means includes the mass media, outdoor
advertisement, telecom, postal, internet
website and fax services, cinema, film,
video and any other related means of )

advertisement dissemination;

"44/ “regulated product” means any product

administered in  accordance with  this_
proclamation and includes food, medicine,
cosmetic, and tobacco

medical device,

products;

45/ “medical professional” means a physician or
other health professional who is authorized |
by the appropriate organ to examine and
diagnose human diseases and treat them
by drug, surgical operations or other

related medical means;

46/ “packing” means any article that may be
used for filling, inserting or wrapping or
packing regulated products and includes

container and other

the immediate

wrapping materials;

47/ “label “means all labels and other written,
printed, or graphic material that is affixed
to a regulated product or any of its

container or wrapper and includes insert;
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49/ “inspector " means any professional
authorized by the executive organ or
regional health regulator to perform
inspection activities pursuant to this
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with set requirements;

52/ “quality control system”™ means a procedure
intended to ensure that a regulated product
meets quality and safety requii'ements;

53/ “i,nstimtibu” 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

wwlt  fPPC of TLELNF  PCT Co )

. into regulated products under this

PondPC YR WS  PCET NOEM proclamation including in the p ion,

TETACT  IPULr  wodonC:  mov AT . processing, compounding, forrﬁulating,
repackaging; |

U6/ PP BUIe  TAT A0 QAer | 55/ “food additive” means any substance’
FHIER . prepared in accordance with applicable
requirements and added to food in order to
give flavor, impaljt color, preserve, and
enhance its appearance or other related

functional purposes;
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56/ “certificate of competence” means a per_mi.t
jssued for a person lo camy out the
manufacture, import, distribute, wholesale,
sale, or retail trade of regulated products
under this proclamation; quality control
provider, bioequivalence center, OF other

puIposes regulated under this proclamation;

57/ “executive organ” means 8 body which is
empowered t0 administer this proclamation
and other laws issued to implement this
proclamation at the federal government
level;

58/ “region” means any state referred to under
Article 47 of the Constitution of the Federal
Democratic Republic of Ethiopia and -

. includes the Addis Ababa and Dire Dawa
City Administrations;

59/ “regional health regulator” means a regional
government body which is empowered o
administer this prociamation and other laws
issued to implement this proclamation st
regional government level; .

60/ “appropriate body” means, as applicable,
other organs that have 8 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 patural 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

. Power and duties of the executive organ
The executive organ shall have the power and
duties to:

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 anofher 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 wholesaier
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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%/ detain, seize, confiscate, order the disposal or

recall of, or take such other legal measures
on a regulated product that is not in
compliance with this proclamation or other

law issued to implement this nroclamation;

5/ inspect and take the necessary administrative

6/

measures on a regulated product under the
possession of a retailer or other person not
certified by the executive organ but the
product’s introduction into the market were

authorized by the executive organ;

identify ingredients that caused death,
sickness, disability, disorder, or other health
problems due to adulteration or other illegal
activities on regulated products and take
appropriate legal measures by conducting

investigation of sample ingredients;

7/ issue import permits and, upon request, grant

export certificate for regulated products,

their raw materials.and packaging materials;

8/ prepare and, as necessary, revise list of essential

medicines, notify registered foods and

medicines to the public; issue national
medicine formulary, classify medicines into
different’ cAtegories, revise the classification

whenever necessary;
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9/ undertake  or  order post-marketingy
surveillance to ensure food safety; safety,
efficacy and quality of medicines; safety,
of medical

quality, and effectiveness

devices; and on other regulated products
and take appropriate legal measures in

accordance 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

legal

take the necessary

appropriate
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

to be

public; order the clinical trial

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 products in cooperation with the

appropriate government body;
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15/ coordinate the implementation of the World

t =alth Framework

Convention on Tobacco Control and its

Organization

implementing guideline; establish national
coordinating mechanism to follow-up

effective implementation of tobacco

control, and work in collaboration with

appropriate bodies;

16/ regulate the content and  product

disclosure, manufacturing, packaging,

labeling,  design, import,  storage,

distribution, advertisement, promotion and

related aspects of

sponsorship, and

tobacco products in line* with the
World Health Organization Framework
Convention on Tobacco Control and its

implementing guideline;

17/ ensure, in collaboration with appropriate
bodies, proper disposal of expired and
other non-complying product regulated

under this proclamation;

and, as appropriate,

18/ appoint inspectors,

order the inspection of any premises in

accordance with this Proclamation;

19/ collect service fee, and use the same in
accordance with appropriate law for the

purpose of health regulation.

PART THREE

TAR: —————

ETY ADMINISTRATION

FOOD SAF
L]

5. General
1/ Every food establishment who provides food

for use by the public shall ensure its safety.
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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-articte (3) of this article,
the executive organ may useé acceptable
Ethiopian standard adopted by international
organizations t0 reguiate the safety of food
for which national standard is rot issued.

5/ The axecutive organ of regional health
regulator may request third party conformity
ssscssment regarding the safety of food
‘provided by food institution.

6/ Every food prepared for the purpose of
exporting shali 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 purposé.

. Rggigtration of food and __food trade

establishment
|/ Every person shall be registered by the

executive organ of regional health regulator

before commencing & food trade activity.

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



W TAAARIE

Federal Negarit Gazette No 39 28" February 2019... pagel 1116,

LBLA T om &vc @B PhiT BE 43 gnik 1.7
F/oge ARG el HIK kg e 3/ Registration of food and food trade
NhNdR"7  aAha ofP ehaA MS establishment shall be renewed within the

FEMM e Kha  N7lonio- UL 181
ool Mol o) al LTCOIAN::

i, QA goaN 99 LT: T ) M £ ok O k1

DLF° i

B T e RPN [ Pl A
ANN2ETF  ofye AT At
et wovlf wLP F FRVGT -
eramiles NI o PPN [ A [

AORAT PeTLOAT AT (ANSRTL aha.
pomod  CRUTYT awhd.CH+T PLeTIA
P17y POILINT  DALTT AQ(T:

B MLy RIPR ThO-RTER(B) -t ormm:
TLVAT | oA B 1 Gy PP IS

FRge APl TPYCLFE TTUIET “hrr T
@Ly° it KIATNT Pola-A Khad. ke 1| 4
ANhA  heSta  91C P0AS Pod aUTd
2994297 5A4ST hAlT::

&/

&l

ogyEarge Pl AR hger € ETET

hh. LA oo™isf  wRT oF (kxRN
Adomhll  “ILI1PT AT Ahl  @d 1T

PANTT oovilf RO Ador Aha (P LL0-
“pnahd Aol ::

20Tt
neé

oy e bR 0T
Ne9eagh  omale AS  WIRSUC
ePUFL ATOAET @AE “ThUTET S EEY
wolip ofy° “1PLA LTCOTA::

S mge 9ol HERTLYT Mo £04 A
maNse:  PRINAT a3t AP
mge /b PULODS hezhaed:  P77miLy

nerhae T ande: ANT PO ms A%
hera. e 1CT fFeT ermd a0 4.CT
oo lAT PANTI°::

time frame required by the executive

organ or regional health regulator.

7. Food manufacturing, preparation, storage,
transport or selling place

1/ Every food establishment shall have the

responsibility to ensure that equipment
or material used in food manufacturing,
storage, or transport is clean and free from
contaminants, and ensures that it complies
with safety requirements issued by the

executive organ.

2/ In addition to the responsibilities provided

under sub-article (1) of this article, every
food trade estqblishment shall have the
responsibility to ensure that places for food
manufacturing, preparation, storage, or sell

are clean and far from contaminants.

3/ Every food establishment may use equipment

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/ 1t shall be the responsibility of every food

establisllment 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 chemical

residue including pesticide, fertilizer, animal
medicine, food additive chemical, cleaning
chemical, a radioactive substance, and other
contaminants above the maximum level

issued or adopted by the appropriate organ.
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i e NAI Lt " | 9. Food manufacturing
1/ Every food establishment has obligation to

install the required quality control system to

to be free from food-borne illness and
take appropriate measure to prevent

food-borne illnesses; and

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

regional health regulator.
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the safety of raw material used for food

manufacturing.
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3/ Every packaged food manufacturer shall
report to the executive organ if it introduces
change in the typs, content, and

manufacturing process of the food it

produces.

10. Food import and export

{/ Food may be imported only when it
complies with applicable safety standard,
and a permit is granted by the executive

organ.

9/ Without prejudice to sub-article (1) of this
article, if the executive organ has reason to
suspect the ;.;afety of the food it may
perform 2 laboratory test, Of order

laboratory test to be performed by a'third

party and its cost covered by the importer.

3/ If any impofted food has established safety

problem, the executive organ majl
determine to evaluate good manufactiiring

practices of the manufacturer.

4/ Food found to be unsafe under thi
proclamation may be returned to i
country of origin or be locally disposed

the expense of its importer.

5/ A food exporter, as necessary, may §
health certificate of food it intends

export from the executive organ.

Food additive
1/ Use of maximum level of a food addit
shall be in accordance with Ethiog

standard issued by the appropriate body
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2/ The executive organ shall determine the list

of allowable food additives.

3/ The executive may, where

appropriate, prohibit the use of food

organ

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;.it‘s 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
protein.

13. Food supplement
1/ Food supplement may not be imported or

plaéed on the market without registration.

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

Food fortification

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

applicable Ethiopian  standard

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
1/ Irradiation of food shall be carried out i
such a way that it is designed to meet th
reduirément of food safety‘and using &
appropriate type and limit of radiation.
2/ Regulation of isradiation requirement shall |
implemented  in codpérétion wi
© .- appropriate ‘bodies. '
Water safety. '
1/ Any pipe-or bottled water or other potat
water supplier or_producer shall ensu
compliance with the Ethiopian safe

standard.

2/ The safety and effectivencss of every wa
treatment chemical or device shall
regulated by the executive organ.

Post-market safety ;nonigoﬂng
1/ Every food manufacturer or importer st

7.

have a system to enable it to continuou
monitor. the safety of the food it produ

or imported. .

If the public’s health is in danger due 1
confirmed safety problem relating to £
manufactiring, storage, transport
handting, the executive organ or regic
health regulator may notify the pu
. through the appropriate massmedia no

* use the food and order recall of
product.

Y

‘:31 The exequtivé organ shall periodic
| undertake safety monitoring of |
products placed onto the market; and
order the - cost be covered by
manufacturer or importer.
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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

18.

content.

2/ 1t shall be illegat to sell any alcoholic drink
to anyone under the age of 21.

3/ No person may sale alcoholic drink Health
institutions, education facilities,

kindergartens, universities and colleges,

government institutions,  places  of

worship, spotting places, cinema houses

and other places determined by a

regulation issued to jmplement 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 jssued to impiement this

proclamation.
PART FOUR

MEDICINE, MEDICAL DEVICE AND
COSMETIC’S ADMINISTRATION

Section One

- Medicine and Medical Device Administration

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 mot limit the
number of agents a manufacture may
designate for the purpose of importing or
distributing medicine or medical device.

#
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20. Registration and marketing authorization of
medicine and medical devices

jilio 1A ULl

1/ Any medicine and, as appropriate, medical
device shall not be manufactured,
imported, exported, stored, distributed,
transported, sold, hold, used, or transfer to
any other person without registration and

marketing authorization.

2/ The executive organ shall register and grant
marketing authorization in accordance
with sub-article (i) of this article after it
assesses the quaiity,' safety and efficacy of
the medicine, or quality, safety and

effectiveness of the medical device.

3/ The provisions of sub-article (1} of this article
shail not apply in respect of the sale of any
medicine compounded by a pharmacist for a
particular patient in a quantity not greater
than the quantity required for treatment as
determined by an authorised medical
professional, or any medicine or medical
device imported for use by a perticular
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 practices,
dossiers are evaluated and found to fulfill
safety, quality, efficacy, and efficacy or
effectiveness, and as appropriate fulfills
laboratory quality test requirements.
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5/ Notwithstanding to the provision of sub-’
article (1) of this article, the executive
organ may, in compelling circumstances,
grant & 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

quality, safety or efficacy, or medical
device's safety, quality or effectiveﬁess 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 manufact;lrer or the
person who registers the product notifies the
executive organ of such variation.

12. Quality standards and requirements

1/ Any medicir}e, its raw or packaging
material shall meet quality, safety and
efficacy requirements prescribed in a
nationally accepted pharmacopeia.
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2/ Any medical device shall meet quality,

safety and effectiveness requirements
issued or adopted by the appropriate

organ.

3/ Notwﬂhstandmg to the prowsnon of sub-
articles (1), and (2} of this amcle where
natiorial standard is ot |ssued or adopted

the e;:t':éutwe -organ may regulate medicine
and med:cal device in accordance with
requirements prescribed by international
organizations, other countries, and

requirements or guidelines issued by
manufacturing companies acceptable to

the executive organ.

23. Registration of medicine and medical

device institution

I/ No medicine or medical device
institution may engage in medicine or
medical device trade unless it is
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
institution certificate of competence to
a third party.

24. Personnel working in __medicine and

medical device institution
1/ Every medicine and medical device

shall health

institution hire a
professional upon ensuring that the
professional is duly registered and

competent to perform the task.

2/ Everj health professional working for a
medicine or medical device institution
shall have the duty to immediately report
risks of public health significance related

to the quality, safety and efficacy or
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medicine or quality,
effectiveness of a medical device, as
appropriate, to the executive organ or a

regional health regulator.

device

258. Medicine d edical
manufacturing and importation

1/ 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 supiplier.

2/ it shall be the duty of the manufacturer or
importer, as appropriate, to ensure that
every medicine or medical device is
produced in -gccordance with the
appropriate good manufacturing practice.

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

4/ Every importer of a medicine or medical
device shall for
ensuring that its imported product is
froma manufacturer recognized by the

be responsible

executive organ.

5/ If the quality, sa‘fety, and efficacy or
effectiveness of 2 medicine or medical
device are not in compliance with the
law, the executive organ may order the
manufacturer or  imporier, as

appropriate, to properly dispose or

return it to its country of origin.

safety and

]
]
'
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26. Storage, transport, and sell of medicine and
mzd.i_ce!.iﬂic_e

1/ The medicine or medical device institution

. or another appropriate person shall ensure

that every product under its possession is

stored, transported, and sold in accordance

with good storage and distributioﬁ

practices and in such a way that its quality,

safety, and efficacy or effectiveness is

maintained.

2/ Every manufacturer, importer, wholesaler
and retaiter of a medicine or medical -
device shall install a quality control
system that ensures the safety and quality
of the product.

3/ Every part of a transportation equipment
having direct contact with the medicine or
medical device shall be clean and shall not
render the product to cause any chemical,

physical, or microbiological contaminatio.

4/ No medicine or medical device institution
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
heaith 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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27.

accordance with this proclamation and

directive issued to implement this
proclamation.

7/ It 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.

Clinical trial
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 afler the
clinical trial protocol is evaluated and
accepted from scientific, legal and ethical
perspective.

3/ It shall be prohibited to introduce any
change to the terms and conditions of an
approved clinical trial protocol unless the
executive 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 to 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 or the institution

»
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conducting the clinical trial shalt he
provibited unless there is a necessary
ground and a special permission granted
by the executive organ in accordance with

appl icable regulation.

1/ It shall be the responsibility of the
primary investigator and sponsor of the
clinical trial to ensure the safety of the
participant, provide  adequate

information to prospective participants

about the risks, medical benefits, and
treatment alternatives available to the

participant.

8/ It shall be the responsibility of the
primary investigator and sponsor of the
clinical trial to ensure appropriate
scientific conduct, making required
reports to the executive organ, record

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 its safety.

10/ The use of investigational medicine or
medical device beside clinical triai
shall have prior approval from the

executive organ.

11/ A -Clinical Trial Ethics Committees
Supervisory Body directed by a
higher official of the executive organ
shall be established.

»
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28. Antiseptics and disinfectants

" 1/ Every regulated person shall comply with

applicable requirements issued about

antiseptics and disinfectants.

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

potential risk to human heaith.

29. Radiopharmaceutical and radiation

emitting medical device
1/ No one may manufacture, import, export,

wholesale or store any radiopharmace
utical or radiation emitting medical device
unless he gets a certificate of competence
from the executive organ and appropriate
body.

2/ Extemporaneous  preparation of a
radiopharmaceutical product may only be
carried out in a health facility having a
certificate of competence to perform this
activity. '
3 In effectively regulating
pharmaceuticals or rediation emitting
medical device, the executive organ shall
work together with the appropriate body.
30. Blood and blood components
1/ Any person who engages in the collection
and distribution of blood and blood
products  shall a certificate of

competence from the executive organ.

radio

get

9/ Blood and blood products donation,
collection, and distribution shall be
“performed in accordance with principles of
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3/

4/

humanity, and such products used for tile
purpose of saving life or scientific
research may not financially benefit both

the donor and recipient.

Blood and blood components for
transﬁ:sic;n or further manufacturing or
processing may not be put into use unless
its safety and quality are in compliance
with applicable regulatory requirements.

Blood activities shall be classified and
regulated based on its potential risk to the
blood and blood

components, the donor, and the recipient.

safety of whole

5/ Every potential risk associated with blood

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, pr(lyeessed.
screened, pooled, irradiated, washed,
stored, labeled and distributed in
accordance with applicable regulatory

requirements.

31, Narcotic and psychotropic medicines, and
precursor chemicals
I/ A special permit from the executive organ

.

shall be a prerequisite to manufacture,
jmport 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, and
regulation and directive issued o
implement this proclamation,
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3/ A special permit for the import 6r export of
* narcotic and psychotropic medicines, or
precursor chemical shall apply for a
specific consignment and shall be vatid 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
or by ship; or packed together with other
medicines or goods.

5/ Narcotic and psychotropic medicines and
invoices, Tegisters, and prescriptions shall
be stored in a lockable metal cupboard or
in a special room the key of which shall at
all times remain in the hands of the

authorized pharmacy professional.

6/ Every manufacturer, importer, wholesaler,
retailer, or health institution involved in-
narcotic and psychotropic medicines, or
precursor chemical activities shall keep
relevant records, perform demand
projections, and submit reports 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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32. Prescription of narcotic and psychotropic
medicines v
I/ Any licensed medical professional may
only issue narcotic and psychotropic
medicines prescription in the health
institution where he is authorized to work.
2/ No medical professional may" prescribe
narcotic and psychotropic medicine for
himself.
3/ The prescription of a narcotic or
psychotropic medicine shall be made on a
special  narcotic  or  psychotropic

prescription paper respectively.

4/ If any medical professional made a mistake
on the narcotic or psychotropic prescriptic;n
paper, he shall fold away and leave the leaf
paper containing the error intact within the

prescription folder.

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

prescription folder.

6/ Every folder containing a copy of
prescribed parcotic and psychotropic
medicines shall be retumed, as
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,  as
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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33. Dispensing narcotic or psychotropic

34.

medicine

Every authorized health institution and
medicine retailer may only dispense a narcotic
and psychotropic medicines  upon

confirmation that:
L

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 error;

3/ narcotic 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 number; and

6/ the issue date is within the past fifteen
days.

Medicine compoundin
I/ ‘Medicine compounding shall only be

performeéd 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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3/ Every pharmacy professional who-ﬁ?
authorized perform
compounding shall ensure that any active

ingredients used to

compound. a medicines are an authorize

to medicine

pharmaceutical

component in other medicine registered by
the executive organ.

4/ The heaith

institution, or medicine trade institution

pharmacy  professional,
shall besjointly and severally responsible
for any health or bodily harm caused as a
result of using the unapproved active

pharmaceutical ingredient. .

35. Medicine prescribing and preseription paper
I/ Medicine may only be prescribed by an

authorized medical professional.

2/ Every medical professional shall prescribe

a medicine in accordance with the
appropriate prescription paper and uniform
and  prescription

medical  service

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
prociamation.

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.



% IEAKRRE  L2&A 1267 onm 4vc AR PhET §E +3 KAIK 49

Federsl Negarit Gazette No. 39 28™ February 2019... pagel | 135

£ AROAE 03 har: OhteC l’W.é‘:it—'i'
U wid T Ao PeLAmae Fhelor
fUheS WCE oTfAT Btooland WS
PNl on$B Yt OUNEST RCE AR
el 1A AF o7 AAOT::

@i PoofSYT ARA AS hA M olét

N 1 i ot ok ,
b engByy  ewagpAme  Povg  RiLKer

ML 20T P& Adowp  AF
oo ifs AT

€ My AR WO-ATER () CFRTTIae
LECr MAMSE 032 9T QANT tmS
QAo 9T 31T MATIRANT 0B
ANLR"L RhA. (e fate wowmlf ALPET
LT AN .

F/ 2935wy enfody T P Rdme RLEO)
Ol N wlbT af9 CAARTCLR
W ol (N PEE AF 1ors

i PILY AHPE WAKIPE () WTC SATTHY
aldr Moyt FCFC L£CEF ha-lam
mEdL AT Qereedlls AOLRCL AhA
Pon LAy NCUC PO

5 ety Qlee-g NP1 0y
| PAUNT emgSYd ORI g ORCIC
} N9NLETS Qoo PC ALKA
| gAML BT APE ATTONAT (Mo

LMl wfy wmonl® AR VEIPT

: L@

i ¥ Ty PonfpLt Qhos-g owfILT
N eEANT W NARLILE ST
PRAmar TIIP1 AOAGLT 4T PANT
Py2er PYHA AT AY PN
Mot od LAVF0T  wlEPT
E PM1@F R hifid::

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 a
pharmacy professional acting within his

scope of practice.

2f Notwithstandisfg 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-
articie (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 issuved to implement this
proclamation.

6/ While dispensing a medicine, every
pharmacy professional shal! ensure that
the patient is informed sbout the identity,
use, instruction for use, precautions, side
effects, and other rf_:levant information
about the dispensed medicine.

¥
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8/ The pharmacy professional shall ensure the
legality and completeness of a paper or
electronic ~ prescription  before  any

dispensation.

9/ Afler  dispensation of medicine in !
accordance with this article, the .
information  provided under  the
prescription shall be logged into a paper or
electronic logbook prepared for this .
purpose, and the prescription shall be filed *
after being stamped, named, signed and

dated by the prescriber.
il 1¥Feg>  Qpoe.g  PmLDyF TV 10/ Every professional shall notify the
LU AS  4PHYF OPemplt TOIC regional health regulator or executive

organ or health regulators at different
level when he knows of defects
associated with the quality, safety, and
efficacy of medicine.
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‘fi] Pyt oLy WIS mbiLs I/ The classification of any medicine and
haof2A1Y (°TompART AI& °Ck AW medical device shall be determined by the
AR PG Ry RZRT el executive organ based on the nature of the
AT 2:¢ hLA™, Khae UACUC FONAL: product and standard of the health institation.

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

2) medicine that will b available on the
advice of a phammecy professional,
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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 availab’e only on
the prescription of an authorized
medical professional and dispensed by
a pharmacist professional, and subject
to the con’rol measures prescribed in
accordance with the United Nations
Conventions on mnarcotic  drugs,
psychotropic substances, and illicit
traffic in narcotic drug or psychotropic
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
menitoring of the quality, safety, and

perform  periodic

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 mwonitor its fnedicine or
medical device; establish a vigilance
system, and ﬁkmisil adverse event
information and  other  required

information.

— T
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3/ The executive organ may periodically
undertake post-market survefllance of
medicine and medical devices and may
require its manufacturer or importer, as
approprizte, to cover the 2ssociated cost.
Implementation  details  shall  be
determaine by regulation.

4/ The manufacturer or importer of any
medicine or medical device shall be
responsible for damages caused as a
result of quality and safety problem
associated  with  the  product.
Implementation  details shall be
determined by regulation.

39. ‘Prevention of illegal medicine and

medical device circulation

1/ Any person involved in the business of
medicine and medical device trade
shall take every precaution to ensure
the legality of its suppliers, use legal
receipt, and make an immediate report
to the executive organ and other
appropriate law enforcement organ
when the illegality of the medicine and
medical device is known to him.

2/ Every medicine and medical device -

found to be illegal shall be confiscated
by, as appropriate, the executive organ
or regional health regulator.
pT
3/ Without prejudice to the provision of
sub-article (2) of this article, the
executive organ or regional health
regulator together with the appropriate
- body shall ensure the appropriate
disposal of confiscated medicine and
medical devices.
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4/ The executive organ or regional health
regulator shall pay a cash reward to
any person who gives information
leading directly io the apprehension of

an illegal medicine or medica; device.

40. Refurbished and remanufactured medical

device

Every refurbished and remanufactured

medical device shall:

a) have a permit from the executive organ;

b) contain, on its labeling, the word
“refurbished

appropriate, and a user manual; and

or remanufactured” as

¢) mention the length of its prior use or date

when it is refurbished or remanufactured.

41, Public health ;:_Iesticide_s

I/ No person may manufacture, import, export,
wholesale, or sell public health pesticide
unless the executive organ or a regional
health

competence.

regulator grants certificate of

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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GE. A 42. General

Every cosmetic product placed on the mark:
shall not harm human health when wuse
ordinarily or as intended.

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

organ. '

44. Coxmetic Notification and ingredients

1/ No one may manufacttire or import to trade 1
cosmetic product unless a list of the cosmeti
and reiated information is submitted 0
accordance with the operational procedure o
the executive organ.

2/ A cosmetic may not contain any prohibitec
ingrediénts or any ingredient above the
maximum level established by an applicable

R

regulstory requirement.
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3/ Whenever it is necessary to protect public
health, the executive organ may ban a

cosmetic product or its ingredient.

4/ Every manufacturer or importer shall be
responsible for any damage caused as a result
of the cosmetic it manufactured or imported.

45. Manufacturing, storage, transport, and sale

of cosmetic
1/ Every manufacturer of a cosmetic product
shall make sure that its product is produced
in accordance with applicable good

manufacturing practices. )

2/ The manufacturer, importer, distributor, or
retailer of every cosmetic shall ensure the
safety of the product during storage,
transport, and sale.

3/ It shall be prohibited to manufacture, import,
store, distribute, transport or sell any
cosmetic or cosmetic raw material that is not
in compliance with this proctamation or
other applicable regulatory requirements.

4/ Every storage and transport équipment,
having direct contact with the cosmetic
product, shali not cause chemical, physical,

and microbiological contamination.

PART FIVE

TOBACCO AND RELATED PRODUCTS
ADMINISTRATION

46. Tobacco product special license and related
products

1/ No person may manufacture, import,

wholesale, or distribute any tobacco
products without having a special license
from the executive orgen.



w®

{

TRUAROY 484 126% onm kv @ Phbd RE ¢7 AIF -

Fadoral Nagnrit Gazette Mo, 39 28% Febraary 2019....pagel 1142

€/ PRARTCLA 1hi} ooh= wseT ey
A4 W24 2C tovddf PFYT OERTEX
PCY wh PIC 0P APTL A7 0101
Yol TThe-dAT AL TP oLy
afip f-Fhaha o

B/ "1 F o P9 hOF L ofY APST
A AT Tida oLy MWLt
PHIPT  NwsFTF AT AN Ag
Py RLNT AN PwmhahiAT CoodMm(
LD A

AAFTW G =LX hE LT

& On4R=1, hha- ¢thaha gHT £A0T7
PrW LT TLE: ORUE 0T
DT 1B Thé-LA1 @it OLF
ATig “9¥LA Prhoha Fo- "

|

g eFrar CYF AT ofs hhovan,
N eqy oCT ofr PA4T 2Nt AdT
AS PP TATTT Rtoopht ondE
mpy LAV VS AANLRL  Aha
AmPP owi¥m-? Poolat 1L Al ::
2y £752% M°UEPTOT 0P KPOSE
@l Ahee@ma  AMLRTL  Aha
PLame aolE Pu? A ehdmoe
P CUNPC WY AT LT ARUF
HIMRAT ANLZ7, Aha P18 “LOTSY
Poomii® 3L hﬂlﬂ-}x:

£ %o New-:-

V) Virnfo @LF MNP Kdk TaIe
Mog° A S (L LamanT9° fovARTI"
AR MO PAm-i

Q) eCck heA ofr oL AF-CH
1Lt somPAL AT AA WPCE OC
b, Nde IC AL PRWTE A
@ LI° NoF° PP LC TIMLa PPN

2/ Tt shall bs prohibited 1o .manufacture,
wholesate, distribute, sell, or offer to sell or
import to trade any Electronic Nicotine
Delivery System or other related cigarette
resembling technology product.

3/ Every tobacco grower and manufacturer shall
have the obligation to prevent and control
potential harms caused on the health of its
employees or the environment as a result of

tobacco growing or manufacturing.

47. Tobacco products content and disclosyre
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'ikt,s confidentiality.

3/ No person shall manufacture, import,
wholesale, distribute, sell, or offer for sale
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 componept,
or the packaging, wrapping or any technical
feature of the product allowing modification
of the smell or taste of the product;
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c) contains one or morc additives with
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

properties associated or

or other stimulants, vitamins, and minerals,
or is represented or suggested as containing
any such additives or as having such

properties;

i
d) contains a colorant to change the color of

" tobacco smoke; or
e) does not conform to other tobacco product
requirements adopted by the executive

organ.

48, Prohibition_of smoking and tobacco use in
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.

2/ No persen may smoke or use tobacco in any
outdoor space that is within ten meters of
any doorway, operable window, or air intake
mechanism cof 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 facilities,
institutions, including schools

government

facilities



w

P

IFNAIaN

LRLA Y36 MM 4vC df ThiT 3R 43 TUIF A

Federsl Nogarit Gazetts No. 39 28" February 2019 . “paget 1144

FUCT ATF AT hetF  edreuct
1271131 @fC T AA AVUA
et Wy 02 Azt Neat “10haA:
Moo sy FCh AT A NANLR", Aha-
oLy Mhai ms -Féanéa (17Lod?
hc o<F QA QA 02 AT P1rC N,
@OF “Tand ofy W cemd
P-hAhA Yot

. dA T FCF_qLT

&/ AL hEE Geot

3 ary de
e vy OHHPPS CTHPW CTT
mfir ofye hERE %ot O2F WY Ho-
AIL0P "I% L7 frhaha are

§ D APE oowll 19°0F “Iad AS

. B 1Fer G PRITCEI:

AT RS

ammd HhAWATTe A2-2T $eC 20,
NIFar ms TR
FIUCTF A Panyp oo 4R9° RS POt

*hAt &F “IMC HLP TN ool

FhahA Yoz

PO AT
PEADILRAT TPPT A" T4 AT
Pir AAhA A°7£15°HF QeI LY
AA HE FOPP PR FOCHE ovilivr
ATRAT “OFA of ATV ILYVET
e "I ETt e-rhaha s

B 9909 IO PerLime V8 00462 FY

& T 1t

A28 NAathéd Thit of9 OhdéRe
hha- %2087 W RTC 00L&
nRT aveld tor::

Qs oL UL o-0P
WMt ThOTE “Théda: ANLL
PN oLy oot frhaha e
AW Py ol et PPear
oCT AT oL ATNmer
PN IE P19 ol PHIARA Yaris

intended mainly for children or youth unda
the age of 21, higher education institutions,
youth centers, amusement parks, and any
other places as determined by the executive
organ or regional heaith regulators shall i
prohibited.

49. Tobacco products sale
1/ The sell of tobacco products by and to am

person under the age of 21 shall b
prohibited.

2/ Tt shalt be prohibited to sell tobacex
products within hundred meters of th
premise of health institutions, schools
and youth centers, where smoking ant
tobacco use is prohibited under thi
proclamation. ‘

3/ No person shall sell or arrange for tobacc
products to be sold or enable or facilitat
such sale, by any other means, including vi
the internet, mail or telecommunication o
through any means by which the purchase
and seller are not in the same physica
location.

4f Tobacco products may only be sold in intac
packages containing 20 sticks or consistin
of the specified weight as prescribed by th

executive organ.

5/ 1t shall be prohibited to manufacture, impor
store, wholesale, distribute, sell, or offer t
sell any shisha product. A trade activity th:
is intended to provide a placé for smoking ¢
shisha or other tobacco products shall b
prohibitad,
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§0. Duty to enforce tobacco-free provisions
1/ It shail be the duty of the owner or another

appropriate person in charge of the

management of the public place or public
conveyance for which tobacco smoking, use
or sale is prohibited to ensure that no one
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 places.

2/ The owner or another responsible person of the

public place or conveyance, or, in the case ofa

. workplace, the employer or another

appropriate person, shall post clear and

prominent notices regarding the prohibition of

tobacco smoking and use along with its
corresponding “no-smoking” sign.

tobacco _ industry

51. Protection _ against

interference

1/ 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 shail 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 tobacc:6 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 govemment organ or an officig
woiking in the area of heaith policy should
recejve inkind

contribution from the tobacco industry. A

any financial or

government  organ  may receive
contribution from the tobacco industry in
accordance with sub-article (5) of this
article,

5/ Any financial or in-kind charitable or any
other related contribution by a tobacco

industry shall be prohibited,

52. Tobacco taxation, and prevention and
control of illicit trade in tobacco products
I/ 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,
2/ The responsible sp’onsible govermnent
sponsible government organ shall control
trade in tobacco products in
accordance with the World Health
Organization Framework Convention on
Tobacco Control which Ethiopia has ratified.
PART SIX
LABELING, PACKAGING, ADVERT[SEMENT
PROMOTION, AND PROHIBITIONS
53. General

I/ Any product regulated
proclamation:

illicit

under this

&) shall be appropriately packed and contain
_ labeling on its primary packaging;
b) its packaging material shall
contaminate the product and comply
wit" standard issued by the appropriate

body; and |

not
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requirement different from Amharic or

English language, or the primary packaging.

3/ The insert lzbeling of medicine that is !
included in the national essential medicine
list or widely circulated in the market shall
be in Amharic and in English. [f the

intended distribution of the medicine is

B3 haA ear AF ¢théin by .. L .
limited to one region, its insert labeling shall
o A ot .
AR Rded QL GRTNNTST  (hAA be, at least, in English and the region’s
Proee RIR LUPGTAL: working language.

3/ PHY AIPR ON-AIPR (P £ LTCF 4/ Notwithstanding to sub-article (3) of this

ANéAL AUA AT CRTT  O7Lemp T article, the executive organ by a directive shall
AP PN RS mALCT  llovanip determine different labefing requirement other |, -

POOT medicine and medical devices.
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®L VIC odT friMm ofF N7 o9 any medicine or medical device unless its
WL PR AL Aod PUT-Aa Pomdf labelling contains a barcode.
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5 T @ye PNt RIPT @LI° hhona, 7/ The manufacturer or importer of 2 medicine
shall, affix the medicine retail price, in

Ethiopian currency, on its labelling before
placing the product on the market.

6/ Every manufacturer or importer shall provide
the labeling of its cosmetic when making

notification to the executive organ.
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54. Food packaging and iabeting

Without prejudice
provisions provided under this part:

to general [abeling

a) Fortified food labeliag shall contais
about the type o
micronutrient used to entich the food;

description

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

¢) A food containing genetically modified
element may only be placed on the market
if it is packaged andits-label contains the
phrase “genetically modified” “éenﬂical!y -
modified organis‘m" or other comparable
description.

d) Labeling of irradiated food shall contain

“irradiated” or  the

internationally accepted radura symbol

indicating a food product has been
irradiated with ijonizing radiation may be
placed besides the labeling.

the phrase

e) If the food product contains milk and milk
products, fish and shellfish, wheat, barley,
peanuts, soybeans, and other food
allergenic its labeling, shall
describe its content.

clearly

i 13
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5. Labeling of alcohol driaks

1/ The label of every alcoholic drink prepared at
2 factory level and provided for public use
shall contain its alcoholic volume and 2
warning that alcohol consumption may
cause health problems and women should
not drink alcoholic drinks during pregnancy
because of the risk of birth defect.

2/ The label of every alcoholic drink prepared at a
factory level with a volume of less than 10%

shall contain the product’s expiration date.

.

56. Packaging .and jabeling of medicine and
medical device

Without prejudice to general labeling provisions
provided under this part:

1/ The label of every in-vitro medicai 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.

e o e
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57. Tobaceo _ products health  w fnir_ig

backagiug, and labeling

1/ The packaging "of any tobacco product shal
contain rotating heaith wamings and messages
that are comprised of combined images and

accordance  with

full-color  pictures in

requirements set by the executive organ,

2/ The health warnings and messages required
in accordance with sub-article (1) of this
article shall be displayed on no less than
70% of the front and back side of each
principal display area of its packaging and
labeling, rot counting the space taken up by
any border surrounding the heaith waming,

3/ Any misleading statement or presentation on
the outside packaging and labeling - of
tobacco products with the likely effect to
create an erroneous impression about the
product’s characteristics, health effects,
hazards or emissions, or any expression or
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 direatly 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 appiropriate and
ethical, and .comply with requirements of
this proclamation and other applicable laws.
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2/ Every mass media and advertisement
disseminator shell have the duty to comply
with a directive issued in accordance with

this proclamation.

3/ The advertiser and advertisement dissem.inator
of any regulated product, and if the subject is
promotion, the distributor or another person
who caused the distribution of any
promotional  materials  which  includes
medicine and medical device promotion agent,
shall have joint and several responsibilities
with regard to compliance with this
preclamation 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 .

1/ 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 prociamation, 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 promoticn to health

professionals.
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4/ 1 shali be illegel to advertise' medicine
medical devices or promote within he
institution uniess the appropriate execu
organ  grants  permission  to

advertisement.

60. Alcoholic drink advertising and promotio

{/ Any advertisement of an alcoholic pro
shall contain a warning, as appropriat
writing or sound, that it is illegal to sell

a person under the age of 18.

2/ It shall be prohibited to directly or indire
advertise alcoholic drinks in places of pt
gathering and sporting; street, condomir
and other places by unreasonably decrea

the size of the waming.

3/ Any manufacturer, importer or distributc
alcoholic drinks whose volume is more
10% shali not directly or indirectly spo
public and government holiday, exhibi
sports event, school event and other rel
youth-centered events.

4/ advertising any alcoholic drink through b
is prohibited. This restriction shall
applicable on any direct or ind
advertisement that connects a brand n
emblem, trademark, logo, organizat
embalm, or any other distinctive featu
alcohol  product with non-alco

products, services, or matters
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S/ 1t shall be prohibited fo advertise aloohotic

drink by assoéiating it with any lottery
system or through billboard. Details shall be
determined by regulation or dirsctive 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

17 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 prejudioe to sub-article (1) of this
article, no person may

tobacco  products
promotion, or

a) initiate any
advertising,
sp'onsorship;

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
-sponsorship as media or event

: digaﬁizer. 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 be:
placed behind or under the counter so that:
any customer may not directly grasp or see:

the product.

62. Prohibitions
Without prejudice to other prohibitions defined:

under this proctamation and other appropr'iatei
" laws, the following acts are prohibited: ;

1/ The doing of any act which causes a;
regulated product to be adulterated,
misbranded, counterfeited, and substandard;

2/ poisoning a 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.
s adulterated, sub-standard, misbranded,
counterfeit, and. the delivery or proffered:
delivery thereof for hay or otherwise; ;

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

6/ Mobile sale of meducmw and medical
devices; and

7/ Conducting trade in regulated products in
contravention. to regulations, chrectwes or
other laws issued to implement 'this

proclamation.
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$3. Power and responsibilities
An inspector of the executive organ or regional
health reguiator, subject to the power and
responsibilities of the agency where he works,
shall have the power and duties to:

1/ 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 reguiated
product is held is not registered by the
executive organ or regional health regulator,
enter with a court order and take legal
measures;

to stop any vehicle or other means of

transport in which -the inspector knows it
carries non-complying regulated products,
and open, search, take sample of the
product, and detain or seize the product;

3/

_ 4/ inspect reguiated 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 sufficient reason to
believe that it endangers public health and
the 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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equipment, tools, materials, or anything t

' inspector reasonably belisves is used o

capable of being used for ilicit trade in &
regulated product;

7/ to examine and make copies of or from ar

documents, notes, files, including electrod

files, or other records the Ing
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8/ to order laboratory examination through the

of

executive organ or regionat health regulatu
of any product the inspector reasonabl
believes might be adulterated, counterfei,
noncompliant or otherwise dangerous &
public health and, until the laboratory resul
is known, quarantine such item; fora
period of time as defined by regulation

issued to implement this proclamation;

inspect the proper disposal of regulatel
products when they expire or when they an
confirmed to be unfit for use in accordancs
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 workplace,
public conveyance and other places wher

tobacco smoking and use is prohibited

conduct inspections and take legal measure.
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64. Responsibilities of inspectors

Every inspector;

I/ before conducting any inspection activity,
shall present his identification card or
credentiai, and introduce his identity and
organization, the reason for the visit and
legal power to enter and inspect regulated

products and institutions. )

2/ shall and present

admissible evidence

recognize, collect
including sample,
measurement, a copy of a document,
photograph, video recording and a copy of
records to support an appropriate legal

measure on the institution.

3/ shail, 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 of 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 responsibiliti¢s efficiently.
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* PART EIGHT

ADMINISTRATIVE MEASURE AND.

PENALTY

65. Administrative measures

1/ Where a regulated pro fuct or a hoider of.

certificate of registration, certificate o
competence or other license is found i
any way to be in violation of thi
proclamation or other applicable laws, th
executive organ of regional heall
regulator shall take, depending on 4
severity of the non-compliance, one ¢
more of the administrative measur

defined under this article.

2/ A waming letter may be issued to en

person who unintentionally violates
;Jrovision of this proclamation or other J»
issued to implement this proclamation f
the first time, and the non-compliana
does not cause any harm to human healti
body, or life.

L3/ 1f the non-compliance committed by an

regulated person would cause minor ham
as defined by a directive to implement th
proclamation, its registration cerificat
certificate of competence, or other licens
may be suspended, and it may be revoke
if the violation would cause major harm
human health, body,or life.,

4/ Where any regulated product is suspecis
‘Yo violate applicable requirements

there exist a reasonable ground to douk.
the non-compliance, it may be detaine
until laboratory or other examination i

poiformed on the sample.
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~ 5/ Where any regulated product is confirmed
to  violate  applicable  regulatory
requirements it may be, as appropriate,
seized, confiscated, or disposed or
returned to its country of origin at the
owner’s cost.

6/ Notwithstanding to sub-article (5) of this
article, the product in appropriate
circums.tances, 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 a regulated product is in
tzontravenlion of applicable laws and, the use
or exposure to this product will ha&ze adverse
health consequences or would result in death
the responsible person shall be ordered to
recall their marketed products and to

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 to 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 independqp__gly' or together with

another administratiye measure.
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66. Complaint ou adminisirative measurs

I/ A complaint - handling organ shall |
established by the executive organ ¢
health hand

regional regulator  to

complaints when a regulated person wh
believes that any administrative measu
that was taken on its product, institution ¢
itself, or the denial of a legitimate servic
under this proclamation inappropriate, n
proportional or illegal.

2/ The complainant shall have the right to b
heard by the complaint handling orga
established in accordance with this articlt
and may lodge a written complaint, profft

evidence, respond to answer, and reques

copy of decision.

3/ Any complaint to be made in accordance wit
this article shall be lodged within 30 workin
days from the date of final decision by th
process owner of the executive organ o
regional health regulator or from the date d
confirmation of the decision by the highe
official of the executive organ or regiond
health regulator. The complaint, however, ma;
be dire:‘.tfy brought before the complain
handling organ, if the higher official of th
executive organ or regional health regulatx

doesn’t decide it within 5 working days.

4/ The complaint handling organ that received
a complaint in accordance with subarticle
(1) of this article shall render its decision
within 60 working days from the date il
receives a complete complaint.

5/ A final decision rendered by the complaint
handling organ in accordance with this
article may be appealed to the appropriate

£

cou . of law,
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. 67. Penalty
1/ 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 imprisonment‘not 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.

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.

b)

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 Birr fifty
thousand.

4/ Any person who, without a registration,
marketing authorization, certificate of
competence or other authorization as -
required under this proclamation and other

LM U7 aovwdd UM PP LPEN
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law issued to implement this proclamation,
or using a falsified document, manufactures,
import, store, wholesale ‘or sale it in retail;
or provide or distribute for use by the public,
shall have its product confiscated and be
punishable by imprisonment from three
years to five years and with a fine from
Birr five thousand to Birr one hundred
thousand. If the crime provided under sub-
article (1) and (2) of this article is
committed without a certificate of
competence or using a falsified document
the penalty of this article shall be

additionally applicable.

5/ Any person who has a registration certificate,

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

ten thousand to Birr one hundred thousand.

6/ Any person who, in any way, prevents or
impedes the wark of inspector as assigned
ﬁnder this proclamation, or in any way
oobstruct inspectors from getting evidence or
hide or conceal such evidence from
inspectors, false
documents during their work, or attempts to

do the preceding acts shall be punishablé

give statement or

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 Birr one hundred
thousand.

8/'Any person who prescribes, sales, dispenses,
or gives medicine without prescription or

- with  unauthorized  prescription ' in
contravéntion to this proclamation and other
laws issued to implement this proclamation
shall be punishable by imprisonmint from
one year to f{ive vears, and with fine from

Birr five thousand to Birr fifty thousand.

9/ Any inspector who, in relation to his
authority un;ier this proclamation,

a) intentionally fails to report substaative
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, shail 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

guarantees administrative measure, or
unjustifiably took a minor measure that is
fot 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 thousand to
Birr twenty thousand;

) where the crime defined under this sub-
article (a) and (b} is committed
negligently, it shall be punishable by
imprisonment from six months to one

year.

d) where the inspector under (a) and (b) of
this sub article commits the crime with
the intention to benefit himself or
another person, the appropriate anti-

shall  be

corruption  provision

applicable.

10/ Any person who contravenes the
requires  health

examination and health certificate of

provision  that

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.

117 Any regulated person who, directly or
indirectly, give, offer to give, or promise
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  to this
proclamation or other laws issued 1O
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
imprisonment not exceeding three years

punishable by simple
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 Birr ten

thousand to Birr one: 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 authorized 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, Of give
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unauthorized financial, in-kind or cther
comparable gifts to any person to
participate in the clinical study shall be
punishable with imprisonment from one
year to ten years ard a fine from Birr
twenty thousand to Birr one hundred

thousand.

16/ Any manufacturer, importer, exporter, of
wholesaler with a registration certificate,
with the exception of a person having
one-time purchase permit, that sells
medicine to unlicensed person shall be
punishable with rigorous imprisonment
from five years to seven years and a
fine from Birr five thousand to Birr one

hundred thousand.

17/ Any person who fails to report to the

executive regional  health

organ or
regulator any adverse event caused by
medicine, medical devise, or other product
as required under the law; fails to make
falsify,

deceive, or perform related activities in the

periodic report; or conceal,
report shall be punishable with simple
imprisonment with not less than three
months and a fine from Birr ten thousand
to Birr fifty tt_lpusand.

18/ Any person whmu’avcnes the provisions
of this proclamation ;egarding prbhibition
or limitations on advertising, promotion.
and sponsorship activities shall b
punishable by irﬁprisonment for not les:
than three months and a fine from Bir
thirty thousand to Birr one hundre
thousand.

19/ Any person who prepares, publishe:

transmits, or in any way participates i

illegal or unauthorized advertisemel
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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 Birr
five thousand. Any person who smokes
or use tobacco products in prohibited
')Iaces 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, imports,
wholesale, distiibutes, stores, or in any
way sales tobacco product with proh|bmed
ingredient, any tobacco product which is
illicit, shisha, of electronic  nicotine
delivery system or other related cigaretie
resembling technology product shall be
punishable by simple imprisonment from
three months to three years, and a fine
from Birr one thousand to two hundred
thousand.

24/ Any person, who sells, fumnishes, or in

anyways gives lobacco product or

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 manufacturér, importer,

wholesaler, or distributor. who violates

the provisions requiring disclosure of

tobacco product content, fumishing of

related information to the executive

organ, and the provision which restricts

tobacco industry interferences shall be

punishable with - imprisonment fror

one year to three years, and fine no

less than Bire fifty thousand.

26/ When any crime defined under thi
proclamation is committed by a lega
entity, the court may as appropriate
may order the closure, suspension, ¢
dissolving of the entity.
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3/ Every person who has a license Tsoued T
accordance with this Proclamation shall keep an
give a report, upon request, to the executive orgat
or regional health reguiator all records about the
medicines it manufactured, i:aported, distributed, o1

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 laws
I/ 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
issued

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

72.. Transferred power and responsibilities

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 health
professionals, the issuance of a certificate of
competence and regulation of special health

proclamation and reguiations

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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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 duec 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 of regional health
regulator, upon request by the appropriate
person, shall give the necessary information
regarding  products disposed of in
accordance with this provision.

69. Information handling

1/ Every manufacturer, importer, distributor, or
retailer of a regulated product under this
proclamation shall have a system that enables to
show the condition and process of its

_ distribution chain until it reaches the end

consamer.

2/ Every manufacturer, importer, ot 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 health regulator any information
regarding the quality, safety, effectiveness of
the product, and other related matters.
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L
wf UIC anT eoNLf AG (levarcfl 2/ Regulatory functions under Articles 3(2)(g),-

hA2T AL Porhyed enerEd AT T4
N2 2T £PrC eolomiivtor ChAPR ETC
GERBERE NibR PE. () BID AT
BIE) L3012 QRAIERE 1ALt
MmSs AIOLTET PLhSod LUPTA::

€/
~ 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.

Regulatory functions under Articles 3(2)(P),
3(2)h), and 4(21) of Proclamation No.

i N&flrth T poC LA G TH ETTC 3/
Py Ll DS LR A
e ANy POLIT e NG (hAA
426 MG Yh RTPC (LN TR
AL Pyl PULETE AG AMAL M

661/2009 which deals with enforcement of
hygiene and environmental health requirements

by federal government owned health-related

EPTC Py empli-tor PRP B ETC controllable institutions and trans-regional
GENBIENE RrPR F(E) (e E(E) @ NG health-related institutions shall be performed by
§RE)  LIeT nmg  enunbe | the Ministry. ]
LhTwGTA:: 7

o/ PG T eyl PLRLIN oy pu- | 4/ The Ministry shall monitor complllance with

T o R 2 R S o K e legal requirements by health institutions owned

ALK, oo 4.CAT) 909 A}
ehad-FAd::
&l

by the federal government.

AA QUAD: BRIV oL hTIE 5/ Articles 45 of Proclamation No. 661/2009 which
g U Prlevdirto.  PATE
EPC FERBHEAE WHPR Y4 (RQSRTLr

ChhA PG o LUPGA::

deals with registration of traditional medicine
and alternative and complementary medicine

shall be carried out by the executive organ.

73. Provisional clause

&F. poriin1ef L1
1“0 °he 0 &3 RPC E¥QIENE
h'f‘f’ﬁ' &?i (nl"-'dl-'l f:l-**m,a}. fmg ”“'f ay-

The Health Professional Ethics Committee

established by the Council of Ministers Regulation

No. 299/2013 shall remain operational until such

oc bk et (U7 eorshl AhA

AMTLECHT b 240 POLPTA v hars time another body is established by law to take

JIC RN Aewdhmds  Peomar . over its responsibility, and regulatory functions

-2 PTs NG ABDIE WL - under Articles 3(2)(d) and 4(16) of Proclamation
No. 661/2009 which deals with registration and

pUhy*S QAoo-g mavufl NG Povg APV
Lo PahG oddt eam gy emphlivar
PAPE PC EPRBENE hreR L(H) (o) AT
§(i%) L1227 Oas 0P PLhGo’s
LT

licensing of alternative and complementary

medicine  practitioners  and other health

professionals coming from abroad shall be

performed by the Ministry.
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LU RPFE  NLLéLA  M126T+ 201
hFoZNt +7 E9C 14271 LUPTA:

PILY AR FO-0-AIPR (B) AiIRTald U
Pan @Sy WG PUNYCG avilf 14 RUG
IATICE NG N30T RI%1 Pemp g PPART
anFabeny AG PTCFC PO ANTNParT
PoyLYVIar PRAPE WIPR HE  (E) (B) AT
() LU RAPE WRL hhse N9F ol
(XA ALY, LAPGA::

B/ ey Ared 10-0-RPR (8) ATRAald

8/

re erear ecls emS “10midde s
O L.CHTF Py avplirlar R3PR HE(R-ID) £0
APE hARe hANE AT o&1 (MRA 148,
LGN ::

PV ATPR IGN AR (B) £
NI mlld S PAADA PG P
N IPELe w0l CFT Planhintirl-ar KPR
4% 20 APE hog+0- hrC AE 73 E0IR
9.9° haLnl oit1 (34 RWHS0-9° RADbA’
CLhAT AT MLANCE ATy
GO PoF eoyaplrler KIPR LY ATE
heednt  hyals  wéel (X4 4R
PUGA::
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74, Effective date
|/ This Proclamation shall enter into force on the
date of publication in the Federal Negarit Gazette.
2/ Notwithstanding to sub-article (1) of this article,
article 53 (3), (5) and (7) of this proclamation
requiting labeling of medicine and medical
device to be in Amharlc and English, requirlig
barcode and placing of retail price requirement
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 shall
come into effect at the twelve month from the

date of adoption of this proclamation.

4/ Notwithstanding to sub-article (1) of this
article, article 55 of this proclamation
" requiring health warning 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



