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

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

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

WHEREAS, it is necessary to install a
mdmﬁmmmpﬂibleﬁdnmcmmy';
expanding industry and manufacturing sector;

WHEREAS, it is necessary io prevent and
control the public’s health from the devastating
health, social, and economic consequences of
tobacco product;
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WHEREA
legal framework th
food, medicing,
tobacco products regulatory System;

NOW, THEREFORE, in accordance "

Article 55(1) of the Constitution of the F “ﬂﬂ-_
Democratic Republic of Ethiopia, it is |
prnclaifrled as follow:

PART ONE

GEEQRAL

medical device, cOsmetics,
and

1. Short Title

This proclamation may be cited as the “Fogg
and Medicine Administration  Proclamafiy
No.1112/2019"

2. Definitions

In this Proclamation, unless the coptey

otherwise requires:

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

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

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

4/ “food safety” means the conditions and

practices that preserved food is fit for
himan consumption during manufacturing,

handling, storage, or transport;

5/ “irradiation” means a deliberate exposure of

food to ionizing radiation;

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

months of age;

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

animal or vegetable origin and industrially

formulated in accordance with the

appropriate standard for feeding infants and

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

8/ “food supplement” means a concentrated source

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

9/ “medicine” means any substance or mixture

of substance wsed in the diagnosis,
treatment, mitigation or prevention of
human disease, disorder, abnormal physical
or mental state, or the symptoms thereof;
used in restoring, correcting or beneficial
meodification of organic or mental functions

in human; or articles other than food,

intended to affect the structure or any
function of the body of human and it
includes articles intended for use as a
component of any of the sbove specified

- articles;
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10/ “pharmacy  professional”  means P

pharmacist,  druggist, or pharmag,
technician licensed by the approprizte healy,
professional regulatory organ;

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

executive organ;

12/ “psychotropic substance™ means any
substance subject to control in accordance
with the Convention issued by United
Nations and ratified by Ethiopia and
include a drug that is categorized as
psychotropic substance by the executive
organ;

13/ “radiopharmaceuticals™ means a medicine

which has one or more radionuclide
substance used in the diagnosis and
treatment of human disease and includes
non radioactive reagent kit used for a
preparation of medicine and radionuclide

generator;

14/ “precursor chemical” means any substance
or mixture of substances subject to control
in accordance with the Convention issued by
the United Nations and ratified by Ethiopia
and include a substance that is categorized
as precursor chemical by the executive
organ;

15/ “prescription™ means a paper or electronic
order for medicine that meets requircments
set by the executive organ, and written and
signed by a duly licensed medical
professional;
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processed blood;

including the  packing  material,
identification or trademark, trade name,
any special mark thereon of an authentic

PITMTT 0L M RS PFRLNTY labeled product as if it is manufactured by
PCT  OTWhAT  ALE WIRbamll the genuine manufacturer;

NTDeoAA TTPLAl et

#7 “eshAD" "IN+ PAIES PCT TNLT oLy 20/ “adulteration” means adding any foreign

W&+  AemarenC: Tk afy substance or ingredient or substituting thc
content of the product in whole or in part
by such other substance so as to increase
its bulk or weight, or reduce its quality or
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537 “medical device” means any instrurn'”?t.
app -atus, implement, machine, app“a"'ﬁr,
implant, reagent for in vitro use, 0ftugy,
material or other similar or related anig
and their accessories, which does "
achieve its primary intended actipy by
phﬂnﬂacnlngical. immunological
metabolic means, in or on the hungy
body, and intended by the m“““faﬂurerh
be used, alone or in combination, g,
medical purpose and includes deviee
intended for related medical use gy

control of contraception;

23/ “in vitro medical device”™ means a devig,
whether used alone or in combination,
intended by the manufacturer for the jp.
vitro examination of specimens derived
from the human body solely or principally
to provide information for diagnostic,
menitoring or compatibility purposes, and

includes calibrators, contral

reagents,
materials, specimen receptacles, software

or related other articles;

24/ “refurbished medical device”

medical device whose service year is yel

means a

to expire or has already cxpired and
undergone the appropriate renovation and
effectiveness testing for use in medical

purpose;

L

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

27/ “bioequivalence center” means the center
in which two types of medicine
productions are ascertained by research as

to their similarity of efficacy and safety;

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

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

otherwise applied to the human body or any

part thereof for cleansing, beautifying,
promoting attractiveness or altering the
appearance and, any article intended for use
as component of a cosmetic but such articles
excludes laundry soaps, articles intended for
the diagnosis, treatment, mitigation or
prevention of human disease, and products
intended to affect the anatomy or of a

physiological process of a human;
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or partly made of the leaf tobacgy 4
material which are manufactyreg i

used for smoking, sucking, Chewin&

snuffing;
31/ “tobacco  industry”

manufacturer, importer or whulesajen

mean to

32/ “tobacco product special regulatory "'-‘«a-.ma
means a permit granted by the i
organ or regional health regulatgr g, &E
purpose of tobacco manufacturing, ;

wholesale, or sell but this does noy '“‘Wz
a trade license; '

33/ “electronic nicotine delivery system” meggy
an electronically  operated Produ
designed to deliver an aerosol to sers by
heating a solution comprised of nicoiipe
and typically, but not necessasy
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 8
tobacco product or tobacco use either

directly or indirectly;

35/ “tobacco sponsorship” means any form of
contribution to any event, activity
individual with the aim, effect or likelf
effect of promoting a tobacco product %
tobacco use either directly o indirectlys

e
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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 additive or a
combination of additives/ including, but
not limited to, fruit, chocolate, vanilla,
honey, candy, cocoa, menthol, alcohol,
spice or herbs which is noticeable before
or during the consumption of the tobacco

product; . '

38/ “shisha” means includes tobacco products
’ that may be flavored or non-flavored that
are consumed using 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 flavers;

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

40/ “barcode” means 2 machine-readable code
in the form of numbers and a patiermn of
parallel lines printed on and identifying a
product forl-the purpose of monitoring by
the manufacturer or executive organ;
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4“: uali:ﬂhﬂl"" means Ill‘ly drihk Wi!h 0-5%

alcohol volume;

42/ “generic name” means g ‘:h"-‘ﬂlim
by which a medicine is addresseq WRE

referring to its brand name;

43/ “means of advertisement disse’"iﬂazign-.
means includes the mass Media, o, r
advertisement, telecom, Postal, ;
website and fax services, Cinemg, i
video and any other related Meang

advertisement dissemination;

44/ “regulated product” means AN progyg
administered in accordance iy, i
proclamation and includes food, mﬂdiq-r‘
medical device, cosmetic, and tobace,
products;

45/ “medical professional” means a Physician gr
other health professional who is authorized
by the appropriate organ to examine m'
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

the immediate container and other

wrapping materials;

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

any other way;

49/ “inspector ™ means any professional
authorized by the executive organ or
regional health regulator to perform
inspection activities pursuant to this
Proclamation;

50/ “institution  registration”  means a
recognition granted to regulated institution

in accordance with set requirements;

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

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

53/ “institution” means any establishment

| involved in the manufacture, export,
import, wholesale, retail, or repacking of
regulated products; i

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

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

functional purposes;

means  all
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under this proclamation; Quality
provider, bioequivalence center, o

purposes regulated under this Proclamg; 1
on;

Oy

57/ “executive organ™ means a body Which .
empowered 1o administer this pmi"“atigﬂ
and other laws issued to implemep, )
proclamation at the federal £OVernme,
level;

58/ “region” means any state referred 1o, do

Article 47 of the Constitution of the Federy

Democratic Republic of Ethiopia and

includes the Addis Ababa and Dire Divg

City Administrations;

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

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

61/ "Ministry" or "Minister” means the Ministry

or Minister of Health, respectively;

62/ “person™ means a natural and juridicd
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

4. 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,
medicines; safety, quality, and effectiveness of

quality, and rational use of
medical devices; and other products regulated
under this proclamation; adopt appropriate -
pharmacopeia from another country oOf

manufacturer’s in house method;

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

more than one region;

3/ evaluate and register medicine, medical device,
food and other products that are required to be
registered  under  this proclamation, of
regulation or directive issued to implement this
proclamation ~ based  on applicable
requirements; issue, Fenew, suspend or revoke
marketing  authorization or take other
appropriate legal measures;
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possession of a'retailer or other persq -
certified by the executive organ by the
product’s introduction into the market e
authorized by the executive organ;

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

S-S Ap. 5T PACIA ormvk’} s g g
; investigation of sample ingredients;
: oowlt 171847 hDdALeY VI ACPR

Eonfi

i/ RTTC ATLRLINT FC1 PFCA Tl 0P NS
THLE *ARAT of VIC PomLf L2
BOMd NI TFE APCAOAT of o>
VIC PovAl g PNPT VL0149 ARG oddd

7/ issue import permits and, upon request, grant
export certificate for regulated products,
their raw materials.and packaging materials;

LOAMAI
B oowli P  PowfdyF  CIAUC .rn::gn 8/ prepare and, as necessary, revise list of essential
ANIRANEALYE AhAAAT  Phaopil 9o94) medicines, notify registered foods and -

medicines to the public; issue national
medicine formulary, classify medicines into
different” cltegories, revise the classification
whenever necessary;
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9/ undertake  or

order  post-marketing
surveillance to ensure food safety; safety,
efficacy and quality of medicines; safety,
quality, and effectiveness of medical
devices; and on other regulated products
and tzke 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
appropriate take the necessary legal

measure;

11/ authorize the conduct of clinical trial, monitor

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

12/ promote rational use of medicine and

medical device;

13/ regulate the manufacture, import, export,

distribution, prescribing, dispensing, use,
recording and reporting of narcotic drug,
psychotropic  substance and precursor
chemical, and prevent their abuse;

14/ regulate the cross regional advertisement of

regulated products in cooperation with the
appropriate government body;
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Federa!

}'=alth Organization Fra Uiy
Convention on Tobacco Cﬂmm.::%
implementing guideline; establigy & ity
coordinating mechanism g f':"“u-.y
effective implementation g :
control, and work in m“aquim :

npprﬂpl’iﬂie bodies:

the content

16/ and
isclosure, ~manufacturin 3

disc - . g pa chag

labeling,  design,  impon,

distribution, advertisement, pmmﬁlimw

regulate

g

sponsorship, and related agpe;, 3
tobacco products in line " yiy 5
World Health Organization Fm""fwu:k

Convention on Tobacco Control 44 .

implementing guideline;

17/ ensure, in collaboration with appropria,
bodies, proper disposal of expired gy
other non-complying product regulaed

under this proclamation;

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

19/ ‘collect service fee, and use the same

accordance with appropriate law for the

purpose of health regulation.
PART THREE
D SAFET TIO
*
5. General

I/ Every food establishment who provides foo
for use by the public shall ensure s safely:

Scanned with CamScanner



P_i

ax I[ENEEIE  &R&A Y26% owm 4vc A THET B ) i ar

Federal Negarin Cazetis No. 19 28* Februsty 2019. _pagel 1113

R/ ;:':Il ::1:-: -h:'rt: PG GRYT AT
. ALRCH P TA@Y 02T
ooirdb QRET avdle PPTAN
I oy ge4 AT Pyl e A7l
fam AMA  fomad PATERE ALK
Py 04 emP} MMl b
B PN AMPR IO0-AIER (I) 102 WSEE
PATRALY R4K NA@MAT PR S TALy
AP, AhAR™L AhA UALYED  Aera T
N4y Ads- 129 Pom AS HPALTT
PADY RLK emwl¥ (1L e
LUT PBIMeAr
il
Py e7A DAeoPy  AOARDY. hha 0B
PHAA mS hEmms HPALTT Phar’}
5 ey @17 PRty NS ont
AL LTAAL
K g ATIE AT of o v1C PoLAl
goad) gUYrk Erald S PN AL
PPy POLLLITT @Y AAlT
45/ hO18E RER pomat “TIFe9 UG oOT
pogonsdt M eANIBE RCK - ART
ATLS PO ALLIIT LRl S
AC-HéNE PHAme aoif} A

. 7= AS i | I Nhavoe

5l 1T o P T I & 7 AL
heo*14k nér (AN &R aha ofF
hah ms +TNNs aoaotlM] AT

&/ T o | b als R hhh4A7L
ahA o hhaé ms PN L0- NPT
oy [ A% i b g=hhC wldt ALTY £
ge% h'lh'?ﬁ"'l' L) APRaA LA
hETAT

(gl +Rye PrdCA oMl 203k}

6.

2/ The rigor of safety assessment of food shall
be based on its type and potential risk t0
human health.

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

4/ Notwithstanding sub-article (3) of this article,
the executive organ may Use acceptable
Ethiopian standard adopted by international
organizations 10 regulate the safety of food

for which national standard is not issued.
1

5/ The exccutive organ or regional health
regulator may request third party conformity
assessment regarding the safety of food
.prq\fidﬁd by food institution.

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

7/ Every locally produced food for which
mandatory standard is issued shall bear the
applicable mark and shall possess 8
certificate issued for this purpose.

n__of nd__fi trade

establishment
1/ Every person shall be registered by the

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

3/ Unless authorized by the executive organ or
reﬁionill health regulator,
establishment may provide 8
food for use by the public.

pre-packed
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37 Registration of food mdm
establishment shall be reneweqd “’i‘hin.

time frame required by the exeey
organ of regional health regulator
7. MML%
transport or gelling place
|/ Every food establishment gha”. have
responsibility to ensure that eq"ipmem
or material used in food ma""&ﬂurin
storage, or transport is clean and fre o
contaminants, and ensures that it Compjie
with safety requirements issued by the

executive organ.

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

are clean and far from contaminants,

3/ Every food establishment may use equipmen
or material with direct contact in the foad
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
establishment to ensure that food is stored,
transported, or placed for sale in such a way
that its safety is preserved and, if necessary,
a proper cold chain is maintained,

5/ Any food product may not have chemical

residue including pesticide, fertilizer, animal

medicine, food additive chemical, cleaning
chemical, a radioactive substance, and othef
contaminants above the maximum level

issued or adopted by the appropriate orga®

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

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

take appropriste measure to prevent
food-bomne illnesses; and

i

b) wore an appropriate safety clothing.

&
i

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.

9. Food manufacturing
1/ Every food establishment has obligation to
install the required qm]?l]r control system to
ensure the safety of foods it produces,

2/ It shall be the responsibility of every food
manufacturer, importer or preparer to ensure
the safety of raw material used for food
manufacturing,
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manufacturing process of the

foog i
produces.
10. Food import and export
|/ Food may be imported only “htna
complies with applicable safety

and a permit is granted by the Execyy,
organ.

2/ Without prejudice to sub-article (1) of thg
article, if the ?xecu:iuc. organ has reasony,
suspect the safety of the food ey
perform a  laboratory test, or g,
laboratory test to be performed by g g d
party and its cost covered by the imporge,.

'3/ 1f any imported food has established safety
problem, the executive organ may
" determine to evaluate good manufactiiring

practices of the manufacturer.

4/ Food found to be unsafe under this
proclamation may be retumned to i
country of origin or be locally disposed al

the expense of its importer.

5/ A food exporter, as necessary, may get
health c:rti.ﬁcaie of food it intends 10

export from the executive organ.

. Food additive
I/ Use of maximum level of a food additive
shall be in accordance with Ethiopith
standgrd issued by the appropriate body-
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14

2/ The executive organ shall determine the list
of allowable food additives.

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

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

executive may,

protein.
13. Food supplement

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

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

14. Food fortification
I/ Every food identified for fortification shall

fulfill applicable Ethiopian standard
adopted by the appropriate body.

9/ Vitamins, minerals, or other essential v

nutrients  permitted  for fortification
purpose may only be used if it fulfills
reql.llrementssclby‘thegppmpﬁm body.
3/ Every food manufacturer that fortifies
food in accordance with sub-article (1) and
(2) of this article shall accordingly label
the food as fortified.
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15, _Food for irradiation \
I/ Irradiation of food shall be Carrieg

o o,
such a way that it is designed 4, e
requirement of food safety ang s
appropriate type and limit orudiﬂinn,
2/ Regulation of irradiation requiremen

ia Shaig,
- implemented ~ in Ccooperation -
appropriate bodies.
16. Water safety
1/ Any pipe or bottled water or other Pota,
water supplier or producer shal) ensyy
compliance with the Ethiupjan safy

standard.

"

2/ The safety and effectiveness of EVEry gy
treatment chemical or device shall |
regulated by the executive organ,

o

17. Post-market safety monitoring
1/ Every food manufacturer or importer shyj|
have a system to enable it to continuously
monitor the safety of the food it produces
or imi:oned.

2/ If the public’s health is in danger due tos
confirmed safety problem relating to food
manufacturing, Storage, transpont o
handling, the executive organ or region!
health regulator may notify the public

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

3/ The executive organ shall periodically
undertake safety monitoring of food
Products placed onto the market; and may
order the*cost be covered by i
manufacturer or importer.

Scanned with CamScanner



5 TRUEIRE

LEs-b
Y24T o drc AR thEY BF 3 TLTE A

Federal Megart Gazetie No. 39 18 February 2019... pagel 1121

“IZ. DA AADA ceat TP
b IR N440eh 22X PnsE PRADA

o MT of P hewPln: (LT PRADA
ElT oomy PAIREL REKT ofy 114k
PEPNATeT  AA SAy his

. [ ¥4 1
PYLPA ool AN

B/ “15 @9 PhADA o WRA Yem (1T
AUV A2F ovfit e-FhAhA Yo

I/ ehAhA oo} MG AR (1100

A (lemPp PRSI0 NRMCAE AT NMhAE:
(lem 32257 279 ORg=AL 0Ja (HZ°CA
Qa-ef 0221 A7 0T AT LUTY

APE  A"ThAR™ (eLom £ el

hAhAhA Lo ¥% AMACY (°vony 02T
onfiT PFhahA Yo-1e

8/ PAADA eemT POUTOTT UL AT e
N*oopaht LTS APE A"TN4RY° (1L.oM
273 Far"1é 181 AMA LT AN

hea hét :
Pom =S PUNTS omios AS for0 T

acmidf g CHF hNtARC

j0-0-hEA AL

amgSyt NS fUh?eS auvilf WOTARAC |

1B, m*AA
jI pemgn @pge PONSS vtk TP
epecE? G£5T QUG RS Moo @ AL
AfECh PoLTADTY not eowdt  FRAT
P B T LEE
U hhLAL N oEPAT LT CUNTS

oovilfT @b UG aNT n"?grm-'t- Y A ad

A“Thé-4.A hhooo T LCEE 2C PULRET
pohA ®rC ANTD hLeONFI

18. Alcoholic drink Sale
1/ Every industrially prepared alcoholic drink
shall comply with applicable Ethiopian or
other international standard accepted by

the country issued with regard to its
content.

2/ It shall be illegal to sell any alcoholic drink

to anyone under the age of 21.
3/ No person may sale alcoholic drink Health
institutions, education facilities,

kindergartens, universities and colleges,

government  institutions, places of
worship, sporting places, cinema houses
and other places determined by a
regulation issued to implement  this

proclamation.

" 4/ Additional restrictions with regard 1o the
time and manner of sale of alcoholic drink
may be determined in accordance with a
regulation  issued 0 implement  this

proclamation.

'PART FOUR
DICA Vv AND
ADMINI

EDIC
C ETIC’

Section One
Medicine and Medical Device _&dmini;tntiun

19. General

£ I/ The, rigor of regulatory assessment of

medicine and medical device shall be
commensurate with the product’s type,
nature, and potential risk to human health.

2/ The executive organ may not limit the
number of agents 2 manufacture may

 designate for the purpose of importing of
distributing medicine or medical device. )

I
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Ao Prypemge Pong 3yl NIEYT WL shall not apply in respect of the sate or
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2/ The executive organ shall registe, Wm
marketing authorization in 5

with sub-article (1) of this artjee ey

assesses the quality, safety and Efﬁcaq
the medicine, or quality, safety

effectiveness of the medical device,

|
particular patient in a quantity not gy, |

than the quantity required for treatmen; g |
determined by an authorised medicy]
professional, or any medicine or megig
device imported for use by a pariculy 1
‘.
|

patient as per prescription of an authorizg
medical professional,
5/ 1o amgsya. DLET PURTT wmmyyp

4 Any medicine or medical device shal ke
FLmlfe: hgvedf  pavange haog g registered if the manufacturer complies
O M ety e, With  good  manufacturing ~pracis
Mmg:350:  opg RAVh»G  amyg o, dossiers are evaluated and found to filf
ROVt peipg LPNIT mpge LY T TR safety, quality, efficacy, and efficacy of
PRLEIIM e L Pl 7 DL T effectiveness, and s appropriate fulfill
£ WPy S mpny., OLP Pyhgec laboratory quality test requirements.

b (A 1 3 ?u'}.th!'li"l?.?'k Paq) ‘

cte o
PCavg. aopg,cpqn £24 hey ya.,,
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5/ Notwithstanding to the provision of sub-
article (1) of this article, the executive
organ may, in compelling circumstances,
grant a permit for the importation or use of
unregistered medicine or medical device.

device
this

6/ Every ~medicine or medical
accordance  with
proclamation shall have its registration

" registered In

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 2

regulation.

21. Variationtoa registered product
1 If vanauun affecting registered medicine’s
quahty safety or efficacy, of ma:hcal
device's safety, quality or effectiveness 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 10 the provision of sub-
article (1) of this article, @ medicine or
.mndlca! device with variation having
minimal potential on its pcrformanoe may be
_marketed provided the manufacturer o the
person who registers the product notifies the
executive organ of such variation.

uality standards and e uiremen
|/ Any medicine,
material shall meet quality, safety and
efficacy requirements prescribed in a

nationally accepted piwnnmopeia.

2].
us raw Of packaging
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AL Nammgsyy e nﬁum—q P T A o L [ 23, Registration of medicine and Medicg)
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9’“

" the executive organ may regulate medic,
and medical device in accordance wie

requirements prescribed by jmeﬂ\&tiunal
organizations,  other  countries, ad

11 evice instllu'ti?n .
B MTor eomgsyd apse pohrs mmsp 1" No ' medicine or medical geyic,
o Pyo ﬂmx-:}t,?, mLy Puhyeg A (Y institution may €ngage in m&dicing or
PIE o Ap el (4 medical _device trade unless j is
AIRAIU OAOLR=Y, KhA-  of9® hAA registered and I.icensed. as appropriate
MG ENNew-  swoamy) AG pAPY | < by the executive organ or regional
NEN eohe wld- TFY A7 o .+ health regulator.
£/ Pam€3%t opge fohgs aomge +Rye 2/ It shall be prohibited, in any manner, to
| R VT T ~ahe ol transfer a medicine and medical device
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DEF WhPS  cmmyg p institution

shall  hire a health

A0 YR PAee NAoo. p upon ensuring that the
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AwdmC  Qpov. ey VLI nal

Pelemppqq Professional i
S duly registered and

AWNPr AG poipy L (12 L P 8 Fha- Competent to perf; .

PURD PP 30851 hans, | s
& ey ; :
12230, opr  ypgec %/ Every health professic ing f

THAEE AP oy payy : e, Wik T
B mas U Qpov.p | medicine or megicq] device institution
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medicine or quality, safety and

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

25. Medici ica devi
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 supplier.

2/ 1t shall be the duty of the manufacturer or
importer, as appropriale, to ensure that
every medicine or medical device is
produced in -accordance with the

appropriate good manufacturing practice.

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

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

executive organ.

5/ If the quality, safety, and efficacy or
effectiveness of a medicine or medical
device are not in compliance with the
law, the executive organ may order the
mﬁnufacm:er

or as

importer,
appropriate, to properly dispose or

* retumn it to its country of origin.
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26.

ederal

F S — o nd lofm
to
medic-‘L'iE.‘"ﬁ

1/ The medicine or medical device jpn,,.
. or another appropriaie person shy) Ny
that every product under its POSsession ;
. L]
stored, transported, and sold in 5

with good storage and distﬁhﬂ.l‘m
practices and in such a way that j; Qualy,

safety, and efficacy or Cffecti\rm I;
maintained.

2/ Every manufacturer, importer, “'he‘]tsalq.
and retailer of a medicine of Mediey
device shall install a quality Contrg,
system that ensures the safety ang qualiy
of the product.

3/ Every part of a transportation €quipmen
having direct contact with the Medicine o
medical device shall be clean and shall ny
render the product to cause any Chemical,
physical, or microbiological Contaminatig,

4/ No medicine or medical device institution
may transfer any medicine or medical
device under its Possession outside of the
recognized trade chain Wwithout having 3
legitimate ground and, as appropriate,
notifying the €xecutive organ or regional
health regulaor,

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 retaj] institution
M2y sell a megdicine unless its label
contains the retaj) Price of the product
affixed by the Manufacturer or importer in
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accordance with this proclamation and

issued to this
proclamation.

7/ 1t shall be the responsibility of the health
institution to ensure that the type of

directive implement

medicine it possesses are in accordance
with its level, and the health professional
who has access to the medicine has

appropriate authorization.

27, Clinieal trial
1/ A clinical trial shall be conducted on

human beings only in accordance with this
proclamation and regulation issued to

implement this proclamation.

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

perspective.
3/ It shall be prohibited to introduce any

change to the terms and conditions of an
approved clinical trial protocol unless the
exeoutive organ is duly notified.

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

5/ Clinical trial on human beings shall be
conducted if the person is over 18 years,
has capacity under the Ethiopian Civil
Code, and agree in writing 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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pro®ibited unless there is a nege,
ground and a special permission i

by the executive Organ in accordance wig

appli;a;bfc regulation.

7/ 1t shall be the responsibility qf the
primary investigator and sponsor of the
clinical trial to ensure the safety of the
participant, provide adequy,
information to prospective partici pans
about the risks, medical benefits, and
treatment alternatives available 1o the

participant.

8/ It shall be the responsibility of the
primary investigator and sponsor .;;.f'tl.ae ;
clinical trial to ensure approprige
scientific conduct, making requireg
reports to the executive organ, recorgd
keeping, reporting any adverse event,
and adhering to applicable pm{m
practices, and laws.

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

order to determine jts safety.

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

11/ A Clinical Trial Ethics Committees
Supervisory Body directed by 2
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 related regulatory
assessment of antiseptics and disinfectants
shall be commensurate with the product’s
potential risk to human health, .

29. Radlopharmaceutical ~ and " radiation
. emitting medical device

oF

i1

. I/ No one may, rnanufa-::tum. n'npon, export,
wlmtesale or store any radwphumao:
utical or mdiation:mining medical device

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

Al %4 T sien

prepamtion of a
_.mdnophannaccuuca] product may only be

' ~'1-c:am=ct out in a’ health facility having a

y oy Extemporanr.nus

certificate of l:ompctem: to per{om this
* Factivity. .
3 In’ . regulating  radio
v pﬁaﬂnmﬁms Cor ; radiation emitting
o med:cal device, the executive organ shall
work together with the appropriate body.

effectively

30.'; Blood and blood components ¢

Lo (T3

I/ Any person who engages in the collection
“ and’ distribution of ‘blood and blood
' pioduéts shall

+ ' competence ﬁ-orn lha executive organ.

2.-' Blood and hirmd products donation,
collection, ' -and ' distribution shall be
" performed in accordance with principles of

get a certificate of

vowd A2
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3/

humanity, and such 'produicts_u%
purpose of saving life or scientif,
research may not financially benefi both
the donor and recipient.

Blood md blood components >,
transfusion or further mlnufmuring or
processing may not be put into use Unlesg
its safety and quality are in €Omplianc
with applicable regulatory requiremengs,

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

5/ Every potential risk associated with blood

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

6/ Health facilities, laboratories, blood banks

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

accordance with applicable regulatory
requirements,

31 Narcotic and psvehotropic medicines, and
v  Drecursor chemicals

I/ A special permit from the executive organ

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

2/ 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 ssued 1o
implement this proclamation.
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. 3/ A special permit for the import or export of
narcotic and psychotropic medicines, of
precursor chemical shall apply for 2
specific consignment and shall be valid for
90 days from the date of its issuance.

4/ 1t shall be prohibited to import or export
narcotic and psychotropic medicines, or
precursor chemical through the post office
or by ship; or packed together with other

medicines or goods,

§/ Narcotic and psychotropic medicines and
invoices, registers, and prescriptions shall
.. be stored in a lockable metal cupboard or
ina 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 gels ‘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 qndx
medicines i %

I/ Any licensed medical pmﬂ:ssiom
only issue narcotic and psy:hmmf’
medicines  prescription in he s
institution where he is authorized oy

2/ No medical professional m“'J"I'Prqs
narcotic and psychotropic Medicin, N
himself,

3/ The prescription of a Narcoe

psychotropic medicine shall e Made g,
@

special Psfﬂhﬂlrup'k

prescription paper respectivel y.

narcotic  or

4/ If any medical professional made 2 Misaye
on the narcotic or psychotropic Prescriptiog
paper, he shall fold away and leave the lea
paper containing the error intact Within g,
prescription folder,

5/ After issuance of the original of any
narcotic and psychotropic Prescription o
the patient, its copy shall remain i the

prescription folder,

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

medicines  shalj be returned, as
appropriate, to the executive organ or
regional health regulator.

7/ Provisions of this Proclamation provided in
respect of dispensation of prescription
megdicines shall be applicable to narcotic
and Psychotropic medicines, s
appropriate,

8/ It is prohibited to Prescribe more than one
narcotic and Psychotropic medicine on one
prescription paper, Prescription paper shall
hav? no effect afler fifieen days from the
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medicine

Every authorized - health institution and
medicine retailer may only dispensc 2 narcotic
and psychotropic medicines upon

confirmation that:
L]

1/ the prescription paper contains the name of

the prescriber and the institution’s stamp;

2/ the prescription is original, and the writing or
pﬂnl on the paper does not contain an mor,

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

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

5/ the pf&cription paper contains readable
series numblcr,nnd

6/ the issue date is ﬁiﬁin the past fifteen

*“days. -

.~ Medicine compoundin

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

5 1t 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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35.

37 Every pharmacy professional _\;EE‘?
perform medicing
compounding shall ensure that any ACctiye
ingredients  used to
compound. a8 medicines are an authoriz,

authorized to
pharmaceutical

component in other medicine registered by
the executive organ.
4/ The pharmacy healiy

institution, or medicine trade instiuuj.;,|1I

professional,

shall be=jointly and severally Fesponsible
for any health or bodily harm caused a5 5
result of using the unapproved active
pharmaceutical ingredient. "

edicine cribing and prescription v
17 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

medical  service and prescription

procedure.

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

implement this

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 shal] comply with
the uniform medical service delivery
requirements,
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6/ Unless for emergency Situations a
prescription shall be given only after the
patient has got a medical record and the
prescription information is sufficiently
provided in the record.

36. Medicine dispensing, and over the counter
medicines !

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

2/ Notwithstandirig to the provision of sub-

article (1) of this article, the executive
organ, by a dimivc; shall determine

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

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

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

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

implement

6/ While dispensing a medicine, every
pharmacy professional shall ensure that
the patient is informed about the identity,
use, instruction for use, precautions, side
effects, and other relevant information
about the dispensed medicine.
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any way, expired, damaged, s"bs‘ﬂndari
diverted or illegal medicine.

8/ The pharmacy professional shall ensyre the
legality and completeness of a pape;- &

prescription  before

electronic any
dispensation.

9/ After  dispensation of medicine in
accordance  with  this  anticle, 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 ang
dated by the prescriber.

10/ Every professional shall notify the
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.

7 Classification of medicine and medical device

1/ The classification of any medicine and
medical device shal] pe determined by the
¢xecutive organ based on the nature of the
product and standard of the health institution.

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

a) medicine that will'be available on the
advice of a pharmacy prnfessionai..
without a Prescription from an authorized
prescriber, and available only in

authorized medicine retaj) Institution;
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b) medicine that will be available only on
the prescription of an authorized
medical professional, and dispensed by
a pharmacy professional;

¢) medicine that will be available only on
authorized
medical professional and dispensed by

the prescription of an

a pharmacist professional, and subject

to the mn’mi measures prescribed in

accordance with the United Nations

Conventions on  marcotic drugs,

psychotropic substances, and illicit
traffic in narcotic drug or psychotropic
substances;

d) medicine classified in accordance with

the standard of health institutions, and

e) medicines that will be used for rare

diseases or conditions.

.38. Post marketing surveillance

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

periodic

or - effectiveness

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

medical device; establish a vigilance

system, and furnish adverse event
information _ and  other required
information.
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3/ The exccutive ofgan may p}w
undertake post-market survelllance i
medicine and medical devices ang may
require its manufacturer or Impotter, i
appropriate, 1o cover the associateq
[mp]élﬂ:hlntiuﬂ detalls
determaine by regulation,

shall be

4/ The manufacturer of importer of ny
medicine or medical device ghy be
responsible for damages caused :

result of quality and safety Problen
with  the

associated Produgy
Implementation  details  shall .
determined by regulation.

39, vention _of il medicin

medical device circulation

1/ Any person involved in the business o
medicine and medical device trage
shall take every precaution to ensure
the legality of its suppliers, use leg|
receipt, and make an immediate repor
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.

e

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

Tentlt ap
Néx
AAA MG g -

PCE NP amex A o7 any person who gives information
MNA opr 0 bk Aa- ADL Ry, leading directly to the apprehension of

ol o} LhsAA .,

ﬁlmﬂﬂ
tomCt T3 Ap

T pym L an illegal medicine or medical device.

&_ AT A3¥215 | 40, Refurbish

MMIM manufactured medica

FEO TP AR peon fisuise
TemCt TIP ap, "':".'m-a. AT AiRag Every refurbished and remanufactured
PUNYS wovps .. ) Mo medical device shall:

V) hhO&R=r AhaA.
- WA ape ey a) have a permit from the executive organ;

h) ‘PR A "
) N DL £07, Phamggr  poa b) contain, on its labeling, the word
[ =
M RIPS AT PAmPpr oyypa wrefurbished or remanufactured” as
Fhor ARG ) appropriate, and a user manual; and
d) PMNNT opye ¢ 003 L c) mention the length of its prior use or date

PUAAR ool RO

when it is refurbished or remanufactured.

41. Public health icides

B Ve Ao hhDLR7L KA o I/ No person may manufacture, import, export,
hhaA mS FENNea- AP T 794014 wholesale, or sell public health pesticide
eahc oldt ALTY At mS unless the executive organ or a regional
AMATNT PoLarA 04- FNL T3P health. . regulator grants certificate of
ahemi)t avdln TThédA of9° @it competence.
hPTAT:: :

g ML AYPR HRN-AHER (#) ewrdd 9/ Any person who has a certificate of
PAPT | 1421 oOhC oLt competence in accordance with the provision
N T L i i Pavdrbar'hy of sub-article (1) of this article shall keep
Lhemtait Phédno? ofy flimed and transmit relevant record with regard to
AL mS WIATNT PR OG- the public health pesticide it manufactures,

L (Vremphk iR ao PN

NAZAL A fom ANAA ne imports, distributes, or sales to the executive
A - nx:

pam@me  L7CT IRET ROOTH organ or regional health regulaior
it/ aqéran mS KADNT PoLard DL- 3/ Any person who gets a certil?cnte c:f
0 Prrd e pepAA N1 eeLh 1 ar competence in accordance \':fllh this
ofy° PILNG (1T AAHATS pmv.'smP shall be rcsponsﬂ.:le for
ARhaN AL A PRCH pop AT RRD mun.u?nn'gandcnsure every public health
_ T e P pesticide is pac‘lmged, tmnsporb‘:d, sEored,
' by ATLEN . or distributed with the least possible risk to

= pemh)Té padyT (LY A human, animal, and the environment.

aowl i PANPT 94 971%% gehhc mtl:*h'!*
ppAmar Nar o be
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4/ The manufacture, transport, Storape o
of every public health pesticide sha)| be

in
segregation from other products,

5/ The labeling of every public health MI%
shall at least be in Amharic |lﬂ8!iage,

6/ The executive organ shall work with Othey
appropriate  bodies o €nsure the
manufacture, transport, Storage, use,
disposal of public health pesticide dog ot
pose a threat to public health,

Section Two

05 C3

42. General

Every cosmetic product placed on the marky
shall not harm human health when ugeq
ordinarily or as intended.

H-Mﬁm_mgmm

Every manufacturer, importer, and distributor of
+ Cosmetic shall be registered by the executive
organ, P

44. Coxmetic fication and jn i

1/ No one Mmay manufactiire or import to trade g
cosmetic product unless a list of the cosmetic
and related information s submitted in

accordance with the operationa] procedure of
the executive organ,

2/ A cosmetic may not contain any prohibited
ingredients or any ingredient above the
maximum |eve] established by an applicabl
regulatory Fequirement, :

i,
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