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Proclamdion No.l I 12019

A PROCLAMATION TO PROVIDE FOR

r1OOITANITMEDICINEAI'MIMSTXA-TION

WIIERDA$ it is ncc€sary to Prev€nt atd

control thq prbtic's health fi'or| hcalth hszalds

caurcd by uFafc foqd;

WEEREAS, it is rr:cergaty to Prw€ot md

contol dtc publlc's hcallh fron tN'fc,

incmcaciou snd poor qultity medicioq md unsafc

qrd incffcctiw mcdical dwicc;

WHEREAS, it*is ncccssary !o provqtt atrd

aontlol thc illcgal dlstribrnioo rnd usc of nar€tic

dnrgs" psydtotropic srbstanccs, and prccursot

chcmic.ls;

. I|IIEREAS, it is ncccqpary to iodrll r

r€gul.aory idEmc comPstible with the country'3

cxpurding irduscy urd t-r6"t ,ftg "tt&
WEEREAS' it is ncocssary to pGvcnt 8nd

corlrol thc Frblic'3 hc8fth ftom thc rlerasdng

hcd0\ sodal, rnd cconoliic consequanccs of

fuprodtcE

e-g.hh 126+ ptLn,
FEDERAL NEGARIT GAZETTE

OT Tg TBDERAL DEMOCRATIC REPT,BLIC OF ETTIIOPIA

rL+?tt LAntfi 4?ht nra afi h
fiid{ +otft+ ,'hc |r+ ,tntA.]lq!

tt& rr' 6430
t nt Pato!

t d+ ,rq t.".i i[tr
Neolitt G. P.o'6ox 80001

25r Yr.t No. 19
ADDE ABAaA 2t PlGr.t' 2olt



lqsaq lgord-uou Pue

re;n8ar u uo uolldurnsuoo c11qnd rq pooJ

af;,rord pq1 suolNlllsu! uolsprord ecp:es

PU8 usFstluBunq re$o Pus lueuqElqs$.

ap?Jt pooJ ,(uB u?aur ..ueuqsllqBlsa poot, /t

lgord roJ pooJ ,(uBJo tulrlc8der

ro 'eps lletoJ 'eFselogx\ ?odu! lodxor
'oJnl'qlnusur eltt u! pe^lo^u! uopnllsu!

uB sua.ut q al'uqsllqqse epeq pooJ" /z

. :EonpoJd boo?qol pus 'rlptuso.
'.urcrPaur opnlcur lou seoP $q PooJ

Jo peuqee.q lo arnpaJnu8ut eql u! pasn uaeq

s€q qrlq^\ acuBlsqns fus puE 5tqrp Jeqto

.ro lorloJl8'Jap/n 1ps :cllqnd eql ,(q tsn

rcJ perqgo ro l$Hsru cqt uo peceld sicnpord

lltuluB puB iueld puu 'que;d sapnlcug

pus 'uoldutnsuoJ uBurnq rcJ paFE !
s! qclq r 'p3ssecoJd-luas rc passetord

r.qpqa\ 'acuqsqns ,(uB sueau ..pooJ. /I
:sarlnbe.r asurueqlo

Xaluoc ar.0 ssalun 'uolpru8poJd slw uI

5E6F!EFd 'z

..6I02lat I I'oN
uolFur8lcord uo!r84s!u!urpY eulrlPrrrl Pu?

pooC, erp s" pellc eq ,{uru uopeure;cord s1q1

tiiiXEdiis 'r

'IYUSNSO

EmmIYd-
. :,no1;og st gaurplcord

r(qenq s; ll tldolqlq 3o c1pndry cqBror.ueq

le eped 3ql Jo uolFlnsuoS eql Jo (l)99 epluv
qlFr ecu8Ploc.,s u! 'AUOtrgUflIll 'AION

prr8 :u.ls,(s ,&o|Blnter qonpod occBqol

pnB 'scllgursoc 'rJ!^ap lEpeut 5ulclptur 'pooJ

peFulprooJ B qsllqqse ot selqcue |8B )poireurB{ lBAal

e fopu o1 ,Cmssecou

!@{

J8+ UJ+z"t 4w:I7VLV +{Z"SU *fiJ.y
lr'Uoz +.rr{.\ttUu "tio #UJYU SLLoo

ttV+A LVL"6 .1r& LIVID Jr-Cq V1,

3"64+ $LL VL'tt +VLo "",dfr:I' ULJ.I, lJ
.,o1 .64+ 2kv:l.l

dV LY,l" SLVLU "6i@ st|oozA&J*U

rv?*tf(" tSlnoUlo 1,4voo l+?oneo bVlD

JLLV LUt-.i +Vt" ""64.r. rLL ULJL, t6

tJ++lttv LnltJ+ 5\ Lt?Uttt"o

+Uttt ,L*16i"o S[r ++\tA"t
.JLI-?,LL .6,tro$Lb V'oaot JqA"V

.65@ +7.61"V Ul'J ,9Y .tpuoo t 1/

Jd@ VqVY 11'@ l@ffl ALJ| .'l.Y&+

t utYJ JY +rrd *6A0J |*,IJ.Q tt?+t

+.vr.vrv uv+?lhLv .6{0 v,ht 6v tuL

LA\ JL1 VoZ"8 +lue.t oW *{€N:l'
tr,,o'u .rr'or ' 

"6d@ iThu +vt" "uLJ" tli
-:.t u0 :uaY nuu J++uu

l/tYq 'awVlL,t ,'dt.J+ VV lFlrcY 'l/.F,

u+urv
Jry+uv

ffiE'E

.rrtl+ "E!-lttlEIJEl2E Jr; 
v;:;

*468oot S\ aILJI, il,,hU Oi
[75--5ET.E

[s4D
seT-vsii

._:v-ft,o.F
iov+,t?,ot *?moz (E)g6 $+Lu *-tt L,,o

-LV 4\UJ? a,t\zq..bk &V2r2 /.V.r+r{U

.. r+LLaott 58 LVA!l/y.

*dJltoo +bJ-/ JJ.L+' "tu',"z.t Jd {$lQoo
E"rr"Sq+ $Jll Ll?*tl*{hl S\ 2+u5l\t

Ji till C+ lS t+q, dF JL+ h'1tc *?tl val', It'Ili .Cr

'f'
001tl.Erd "'6102 frin{.1r8z 6€'q{ .ra!O qri8rN Fnp6f



?r !fit ill t-tz-A l2a+ 2n'4 +tc qn ft'4i' f,f +t (lt'![ 9r Fld.fl| Ncsnrir Ctz.t o No 39 2tr Fcbderv 2019 p4pl | 102

6trm+ 4ia.',e' '?A'1. h''4'll i67__"pna,-ucy, Professional" means a

pharmacist" druggist' or pharmacy

? fiLq qflo". ! .t:tF tlttrt hhr\ goD'.f

r+nm@ +c"?a\n+r .Ral.n+

,l-c?.\ 'bhl{? t@i

technician licensed by the appropriate health

Drofessional regulatory organ;
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h1/E a7'r 611i f.4!' ?rf' d&t-lil!l|.49'f

! o o'K)Li {'t a"K)''+ i""h6+
g,\!,tI'la 611,26 ho'2e\. .94\tF1 dt'|,.R

o.'te{'l! hT a.eFth4'f'R h""1a\''

f mtr\44\ I

lQt "Tthchc hzha' "?a'h n'Fqn{.'}

o"}'lt-'.\ naqdD. hF h"lfhf
4oRt+@ rrchth t!5 s4f'h+c't:h

",ClZ+t' tt't'd,t ?aR. +rrc 0ftqt'l
oDtt'?+ +ffc ?d'l.Al?n+ ''+e'l'lq
af,,.P ?'t'rL'r'rr:f' crU.F tl.r' ? n'in&{"?'

ltn. f."* Tthclc h"x't6\ f't'o"tn?
h"?.ha\ f,6fr,t'ae\ i

lfrt .?^k)11. ,?rrT' ,?nil' ?o''! t Pk 'l 6r

?ohc.q q @'f +rc lq +l"c* hhLad?.

hta. q@q@ .,ohi'C+ aou'L4' 'b*Q9'14
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I l/ "nar'cotic drugs" means a medicine subject

o controi in accordance with the

osft entibri'risi'riEdl b.y United Nations and

dn;tl8ritflC' b$qftigphlrodArtcludq a drug that

g4*1!. is1'.q*Qgo4z9{r:drs'Ffrcolio'ldrug by the

**ryutiy.9,gr€F4r ii..o:11"i:i'

n'ti" "p1$lil5tio'bi6trbrrt{ladlii" means anv

'u r1l s{i8€rfice'tllSjbc$to'tbntrol in accordance

/'8T'i' witP';d'le Cb{tention issued by United

\'r.Xbtbbs',utldo ratified by Ethiopia and

include a drug that is catcgoriz€d as

psychotropic substance by the executive

organ;

13/ "radiopharmaceuticals" means a medicine

which has one or more radionuclide

substance used in the diagnosis and

reatment of human disease and includes

non radioaclive r€agent kit used for a

preparation of medicine and radionuclide

generabri

l4l "precursor chemical" means any subslanqe

or mixture of substances subjett to control

in accordance with the Convention issued by

the United Nations and ratified by Ethiopia

and include a substance that is cotegorized

rs Pr€cursor chemical by thc exeoutive

organ;

l5l "prucription" means a Pap€r or elec{ronic

order for medicino that m€€ts requirements

set by the ex€cdive orpn' and written and

signed bY a dulY licensed medical

Professional;
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16l 'mw material" means basic material

from which a regulated product is made;

| 7/'blood product" means a product Preparcd

from human blood or liquid blood for

medical purposes;

18/ "blood" means include human blood,

blood collected for transfusion or

orocessed blood;

l9l "counterfeiting" means a deliberate or

iraudulent mislabeling of a product in

respect of its identity and/or source

including the Packing material'

identification or hademark, trade name,

any special mark thereon of an authentic

product and presenting such falsely

labeled product as if it is manufactured by

the genuinc manufacturer;

20l '%dulteration" means adding any foreign

substanc€ or ingrediert or substiurting the

content of the producr in whole or in part

by such other subslance so as to increase

its bulk or weight, or reduce its quality or

strength, or make it appear better or of

greater value than it is;

2ll "pharmacopeia" m€ans a docum€n! accept€d

by the appropriate organ containing the

particulars of medicinc prcparation, physical

aspects of medicine and non-medicinal

substances, prcop€lational aspect' cont€nt'

intensiry and standards and criteria's !o be

fulfilled related to such particulars;

!:it

!.:r,l
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devicc" means any instrument'

app. .atus, implement' machine, appliance'

implsnt, reagent for in vitro rse, software,

mat€rial or othcr similar or related articlcs

and thcir acccssories' which does not

achievc its primary intended aaion by

pharmacological, immunological or

m€tabolic means, in or on ahe human

body, and intcnded by the manufactur€r to

be used, alone or in combination, for

medical purpooc and includcs device

intended for related medical use and

control of contraceptioni

23l "in vitro medical device" means a device'

whethcr used alone or in combination'

intended by the manufaciur€r for the in-

vitro cxamination of spccimcns derivcd

from the human body solcly or principally

to provide information for diagnostic"

monitoring or compstibility purposcs, and

includes reagcnts' cslibrarors, control

materisls, specimen rocc6aclcs, softwsre

or relrtcd other articles;

2zV "rcfurbished mcdical device" means a

medical device whoao scrvicc ycar is yct

to expir€ or has alltady cxpired and

undergone the sPprcpriate r€oovation ond

effec{iveness tcsting for usc in medical

purPosc;

25l 'remanufastured medicol devicc" means a

medical devicc which is takcn back io a

manufacturcr after use bY a heallh

institltion and rebuilt bued on the

cfrectivcness and safuy sp€cification of

the odginal manufacturcr;
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means atry systematic sudy

on medicinc or medical dcvices in

volunteer human subjects in order to

discover or verifl the cffecrs of, and/or

idcntiry any sdverse reaction io the

products, and or to study its sbsorption'

distribution, maebolism, and excr€tion

with the object of asceririning their

efficacy and safetY;

27l "bioequivalence ccnted'means the center

in which two types of medicine

productions are ascertaincd by research as

to their similariiy of efficacy and safety;

28/ "public health Pesticide" means any

substance or mixturc of substanc€s us€d to

prwent, contml or destroy pests to protcct

human hcalth and includes pesticide-

tr€ated mocquito net;

29l 'cosmaiC' means any article intended to be

used by means of rubbing' Pouring'

ste€ming; sprinkling spraying on or

othenvisc applied to thc human body or any

pan thereof for cleansing, beautifying

promoting afiractiveness or altcring the

appearance and, any articl€ intended for rce

as componcnt ofa cosn€tic but such articles

excludes laundry soaps' srticles intended for

thc diagnosis, trestmctrt, mitigtion or

prcvcntion of human discasg and producs

intended to affect the anatomy or of a

physiologicat Proccss ofa human;
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3ffi1; mcans a Product

or partly made of the leaf tobacco as raw

material which are manuhdurcd to bc

used for smoking sucking chcwing' or

snuffing

3ll'tobacco industry" mean tobacco

manufaclurer, importer or wholcsaler;

3Z'tobacco Pmduct special rcgulatory license"

means a frcrmit granted by the execliive

organ or rcgional heahh rcgulator for thc

purpose of tobacco msnufacturing' import"

wholcsale, or sell but this do€s not include

a trad€ lic€nse;

33/ 'electronic nicotine delivery system" mcans

an elcctronically operatcd product

designed to deliver an aerosol to users by

heating 8 solution compriscd of nicotine

and tYPicallY, but not nec6sarily'

propylcnc glycol and/or glycerol' and

oftcn flavoring; and anY comPorr '
including a cartridge' a tank and the devicc

without cariridge or tanlq intcrded for use

with or in ihe Product

34/ "tobacco advertising and promotion" mcans

any form of commercial communication'

recommcndation or action with the aim'

effect or likely cffect of promoting a

tobacco producl or tobocco use cither

dircc{Y or indir€ctly:

35/ "tobacco sponsorship' means any form of

contribution to any evcnt' activity or

individual with thc ainL effect or likely

effect of promoting a tobacco product or

tobacco use eithcr directly or indirectly;
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q3/ :rd lC. +o"tr4f, fft f'bhfA' ffi-tgarette resembling

fC+" '?r\+ ot+..rm1 AlhLA"l fC4:7
technology product" includes any tobacco

oroduct that is consumed by creating an

""ro.ol 
o, vapour via a process of heating

tobacco without full combustion and

includes any device and associaied Parts

intended for use in consumption of the

product, whether or not sold sepantely

from the Product;
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371 "chancterizing flavor" means a tast€ 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' chocolste' vanilla'

honeY, candY, cocoa, menthol' alcohol'

spice or herbs wbich is noticeable before

or during the consumption of the tobacco

product;

38/ "shisha" m€ans includes tobacco products

lhat 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 lhe

smoke passes before reaching the smoker

aid whose syruP tobac@ coBtent 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;

,lO/ "barcode" means a machine-readable code

in the form of numbers and a pattem of

parallel lines printed on snd identi&ing a

product for the Purpose of monitoring by

the manufactur€r or executive organ;

:
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drink with 0'5olo rrore

alcohol volume;

42/ "genenc name" means a chemical term

by which a medicine is addressed without

refening to its brand name;

43l "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;

44l "regulated producl" means any Product

administered in accordance with this

proclamation and includes food' medicine'

medical device, cosmetic' and tobacco

products;

45l "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 m€ans;

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;

47l "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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procassed or s€rni-processed rcgulated

products by a different manufrcturer in

any other way;

49l "inspeclor " m€ans any profcssional

authorized by the cxccutive organ or

regional health regulator to perform

insp€€lior activiti€s pursuant to this

Proclamation;

50/ "institution registrdtion" merns a

rccognition gnntcd to rcgulated institdion

in accordancc with set requirementsi

5ll'prcducl registration" means a recognition

granted to regulatcd product in accordance

wiih sct requirements;

52y 'quality conhol sys&m" means a Procedure

int€ndcd to ensurc that a rcgulated product

me€ts quality 8nd safety rcquiitmcnts;

53/ 'in$iution' mcans rny cstablishment

involved in the manuhcture, exPort,

import, wholesale, retril, or repacking of

regul8rcd prcduc{s;

54l "manufacturc" rircans all opcralions

, involved in transforming raw materials

into regulated producb under this

proclarnation inc{uding in the pr€paration,

. prdrossing, compounding, formulating,

filling pa*ing, packaging and

rcpac.kaging;

55/ "food additivc" means any suMnce

prepared in accordancc widr applicable

requircments and added to food in oder to

give flavor, impart color, preserre, and

enhancc its sppcaranc€ or other related

functional purposcs;
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ffiffiFroeons a Pcrmit

issucd for a Pcrson to csrrY out thc

manufsc-turc, import, distibute' wholesalc'

sale, or r€tail tradc of regutated Products

under this proclamdion; quslity control

provider, biocquivalcnce ccntcri or othcr

ptrrpoees rcgulated under this proclamarion:

57l'cxccutivc organ' mcans s body which is

empowered to administcr this pmclamation

and othcr larrs issued to impleNncnt this

Proclsma on at the fcdcral gov€rnme

leveli

581/ '"region" means 8ny strie rcfened to under

Aflicte 4? of thc Constitution ofthc Fedcnl

Dcmocratic Republic of Elhiopia and'

. includes thq Addis Ababa and birc Dawa

CitY Adminisuatiotlsi

59/ lcgional hcahh rgularor" means a rtgional

governmcnt body which b empow€'sd to

edministcr this proclunation and odrer laws

issucd m implcment ts proclsm8tion 8t

r€gionsl Sovernmct ldcl;

60/ .,appropriate bodf mcans, as applicabla

other orgrns $ar havs ' 
legitimdc intcr€si

in the coutsc 'of implcnrcntation of powers

granted under this Proclamation;

U1/ 'glnbg'y' or'Minislcr' m€ans the Ministry

or Minlster of Health' rcspcc'tivcly:

6! *p€trson' means a natural ad juridical

p€rsoni

63/ any c:qrcssion in tho mascrrlinc gcnder

includcs thc fcmininc'
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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 thc public, and other producls and nw

materials regulated under this proclamation'

PARTTWO

EXECUTIVE ORGANS

Power rlld duti€s of the erccu'iv€ organ

The executive organ shall have the power and

duties to:

l/ initiate regulatory standards and implement

standards issued regarding food salbtyi safety'

eflicacy, quality, and rational use of

medicines; safety, quality, and effectivcness of

medical devices; and other products regulated

under this proclamation; adopt appropnate

pharmacopeia from another country or

manufacturer's in house method;

2:/ issue, .renew, suspend or revoke a certificate

of competence or take another appropriate

measure of an imPorter, exporter or quality

control service provider, bioequivalence

centers. and a manufaclurd or wholesaler

whose product is intended to be traded in

more than one region;

3/ evaluate and register medicing medical device'

food and other products that are r€quired to be

registered under this proclamation' or

regulation or directive issued to implement this

proclamation based on aPPlicable

iequir"m"nts; issue, rcnew, suspend or revoke

mar*aing authorization or take other

approPriate legal measures;
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ffiFnfiscatc ord"r the

recall of, or take such other legal measures

on a regulated product that is not in

compliance with this proctamation or other

law iisued to implement this ?roclamation;

inspect and take the necessary administrative

measur€s on a regulated produa under the

possession of a'retailer or other person nol

certified by the executivc organ but the

product's introduction into the market were

authorized bY the executive orgsn;

6/ identit ingredients that caused death'

sickness, disability' disorder' or other health

problems due to adulEration or other illegal

activities on regulated products and take

appropriate legal measures by conduaing

investigation of sample ingredients;

7/ issue impod Permits rnd, upon requesq grant

expon certificate for tegulated Products'

their raw materials'and packaging materials;

8/ prcpsre and, as necassary' r€vis€ list ofcssential

medicines, notiry registered foods 8nd

medicincs to the public; 'tssue natiooal

medicine formulary, classify medicines inlo

different cltegorieq revise the classificalion

whengver necessarY;

t.
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Tundertake or order post-marketing

surveillance to ensure food safety; safety,

efiicacy and quality of medicines; safety,

quality, and effectiveness of medical

devices; and on other regulated products

and take appropriate legal measur€s in

accordance with the findings'

l0l ensure that evidence of existing and new

adverse events and information about

pharmacovigilance of globally monitored

products are followed uPon and, as

appropriate take the necessary le$al

measure;

t l/ authorize the conduct ofclinical lrial, monitor

and inspect the process as to its conducl in

accotdance with good medical practice,

evaluate the results and authorize the use of

$e result in such a way that b€nefit the

public; order the clinical trial to be

suspended or stoPPed;

l2l promote rational use of medicine and

medical device;

t3l regulate the manufacture, impo4 exPort'

distribution, prescribing, dispensing use,

iecording and rePorting of narcotic drug,

psychotropic substance and Precursor

chemical, and Prevent their abuse;

l4l regulate the cross regional advertiseme t of

regulated Products in cooperation ?vith th€

appropriate govemment body;

f,t 'r1

7At

!3:/

'L8t
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implementing guideline; establish national

coordinating mechanism to follow'uP

effective implemcntation of tobacco

control, and work in collaboration with

approPriate bodies;
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:i.il

f g-(:2d.t 0+/'4lf +,lf(: qt'

h"t.o,ldtr''ta.' hh4'l ;'C'tq/.l8 9'AL'A'

l*r.nn rc41 f,n+z 'rttht "D14'1 
!'4'

{'kla'rt h"obe+t hn'hI?t''t '14'l>

8'U.f:: .lt.R t 'lC 'D'l'f '?Ol{+t F''4

'l6n'. '?h4-eat 
d?d'l'g'!+r hs

nzrncff.r' ^c 
'rlfir f'l'r'lf rc.+

16/ regulate the content and prodtct

disclosure, manufacturing' packaging'

labeling' design' imgorq storage'

distribution' advcrtisemenq Promotion and

sponsorship, and related aspecis of

,ob"""o P'oduat in line' with the

World Health Organization Framework

Convention on Tobacco Control and its

imPlementing guideline;

l7l ensure' in collaboration with appropriate

bodies, proper disposal of expired and

other non-complying product regulated

under this Proclamation;

l& appoint inspectors' an4 as approPriate'

";;", 
the inspection of any premises io

accordance with this Proclamation;

19/ collecn service fee' and use lhe same in

accordance with approPriate law for the

PurPose of hea[h regulation'

PARTTHREE

FOO-D SAFETY ADMINISTRATTON

5. Generrl- 
;; food establishment who provides food

for use by the Public shall ensure its safsty'

*r*t 'r'e,,+1 llgu' ! rq 'r(:S'l

,**nn +'ffc d?df{: tr?ii?fi? hc

,i"nrn"t a,tfiL at-! 2f,f49,' o""'e+

f'lbq.IJ,aNl

;i:r./ fhr.\"^''l '.,.tid- ! l.Lfi+'' AT iL4 0ll'u
"" 

lrgls iE t,tc g-Lgz1,tl'F t''l-'ttf dljt?'r

-i* 
^u 

?o'tg''.A rc't? h"q'{l t4fdF

hh4+ 2C llaqJ'l \?,8'oLC fRC",'\ |

nl\Aqtl' .'.|.',18'79F !'&"lmlr \

7N ''r+nmt*+? f"'"t4t\r lt"n -Lli
n1LU -r'tfla.1f +t+C 1@t'&Z'Iil+''

"tnt 
'r*f o|'f "o 'e'&'lilai

h?4&'l?i '16't1l '&d'4'\ 
i

Iql ntnr,,ot h'lt\"{Y'} 4'r' ehlA?.lP'} tt{:'?

'-' 
u*nno' ?fitldlflrr? tl$f h?'l{l 'l^dr'

11'1 aa,u3i^ i\d'+* ArrLq +ffC ''4'?

Jor4A r t

hsA ri+
fr"'tl .Ribt+ hn+,q'ff'c

6. !n+44

6r ,r1fut'+A'n hl'\?F'l.' q74.o.r ?'-,14 +*-r
o.gl g,'1221't )41'7+

r.r4l ?uLf+c4l
tu?t'h g'i{nn+
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,t4.^ t7.+ rtr.r rrc tl ttt+ lfl +t ff,lf r'f

frGffiE-qfl+ ^q9lfa4l g.|J-rl'r a:'r.''. '' "-

nndl t Lq 4f' /tt'ccn f"r'Tnot ort

ootpt t 4AZ'l -Ah f'rfq'r ' '

lit -r'rflo'r t"'{l hf ?4".a.o 
qd'''t ln t'r{l

"' 
g.rl'- hta\ !o'tt,'.'l- f 

'L+F*f 
Azn

human health'

3/ Every food and packing material shall

- 
cotp,t with Ethiopian standard adopted by

thc apPopriatc body'

4/ Notwithstanding subarticle (3) ofthis article'

,h" "*""uti"" 
organ mry use acceptablc

Sd,iopi"n standard adopted by intematioml

ol"nl""tiont to rcgulste the safety of food

fJwhich n*ional standard is not issued'

5/ The executive organ or regional health

-' 
,"gututo' may r"que$ third psrty conformity

""ljrr"*t 
rcgarding thc safety of food

Provided bY food institution'

5/ Evcry food prcpared for the purgose of
- 

*o** shall be safe md Promot€ the

country's susainable tade intcresl

7/ Every locally produced food for which

*onO"to'V sundard is issucd shall bear the

applicablc mark and shall pocsass a

certificarc issued for this purpoee'

r.n@

?-t. f "L4 rartf ? hjttl'l I :

.6./ ftl.t, h?+r ?.}n-h?Pi' (f) s?2" lt'fc,"
-" 

,i*n*r, &zf 'lt\dldr^'l 
?ran 99'',+

no 

- 
intt'" hht' 

'4J't'e:t 
i.","afit+

ffl^f h+f: 'l'*6'+ ?@,,rtt lif ']+'U't']

in*, s1ff ttoult tld'tf. z'' ?fa{I

Arr17+ f'&"|/n/'5^^t I

Et nr.rlt +*r ?6r.+c1l f"tll t'tt''|'l''1

?"'r.lA.4 fiIlz"ltb h|.t'a,''' htrtr o9'''

fttA6\ ,'LS 'Nbnt"'6 'l'+(lf''1+ ! i$"'

?1f n'rf dJll r'tfi''''?'t+ ''' 
q dts{L'}

{Lnf,:D f'T4a 't
lJ 6l'r4o.f {l't?'f: ?4"? aA o,,,tr t,lc ?"?'4h

Y'rL &u?t'F ?'t'ntl+ Aq fO?c? ll4+

r+r tq.f t'\a'r 'dt't hnn+tt

t/ hn'f8F .'izl ga'tt..+ nt}fl/I'|'. 0t,'lc dt''l+
-''rn)"* 

r21r thh'tsF AeE rAlt'l

{LfZd}S g'r'1| t\!I2'I+ f-?'+a @t"'q

nc,ht,tr.I f,til.ndF aof? hA0'?r I

7. '.ato iq i',a.o 1/''f- +4f t',lo',@n?4|

frt -rlircrf A@ nq"l4 ll?.f Pb 49'

lto',f|ar!'h na.+ 0hn&'t"?' httl!' af,''.

nhAA ,rl1. .t*n .r,6 4o@rtl{t AA'l+t t

ffi"- shall be t€gi$er€d bY the

- 
executivc organ or rcgional hcahh regulator

before commencing a food ftde activity'

2/ Unless guhodzed by thc ot(€flrtive organ or

J-t health regulaor' no food trade

ol,*nt"nt may provide a pre'packed

food for usc bY thc Putlic'

:

i

I
I

I

9.t orl!lo!t-_ ?..,a.o ?flf ',F*f hh0'''t"'?'
- 

^nn' 
o.r'f hh'\A tul 't&'rt/jl6@- 

(4lU+
'rie,rr,r- 

olnl$ ot++ 491Pf ?)'fr'l

,P?'{l? hlA?Jv+ nf' li?/r'@t\ 'l+l'{l

hf,,Terf ' '



1F 16?tfli! Llt', 'r2.+ ,L"' 1ic en rltt'l 
'll! 

+t l?f'!li t r fcdcnl Ncs.rir Olzrttc No l92s' Fcb'!'rv 2019 9tgcllll6

TTigiitrition of food and trade

establishment shall be renewed within the

time frame required by the executive

organ or regional health regulator'

trrnsport or selling Dlace

l/ Every food establishment shall have the

r€sponsibility to ensure 
'hat 

equipment

or material used in food manufacturing'

storage, or iransport is clean and free from

contaminants' and ensures that it comPlies

with safety requirements issued by the

executiv€ organ.

? ln addition to the responsibilities provided

under sub-article (l) of this article' every

food trade e$ablishment shall have the

responsibility to ensure that places for food

manufacturing, preparation' storage' or sell

are clean and far from contarninants'

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 devicc are periodically '

calibrated by an appropriate organ'

4/ tt 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' ifnecessary'

a proPer cold chain is maintainedt

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 appropriat€ organ'

,p"t ?9.141 'r"tk 'l'*f'
llhnA{'z htn. of,'P f ht\'\
,t-&.ttat/,t. hta\ n11|'nt.I} f ?.lt

t'.',t'Z+ n,4'+.r, ttt,)'F.h fJi'Cll)'A't t

r1r'lIl
rrlq

'r('(l

'.i,. h a qrefr 1,t28 qha?ft d'114'tl

af,.f zDdde

6J "l'rF*r t]1.,'t[ 'r*r r"'t4l 
^,!l9-z'tl

A"trtzf,b drf.'f A.!t441l h?d\?{v'}

?^t.t^ ct,-t 6! ttt f,'f b U ',8;lq n''

g'f"rntlff fin'1f a'f /DAll 1i-.lllt'

'r4lrt!+ 
?"7!2r|\f hf llhfiLE'"l ltlln'

(t .|/t{r-', rAu?t'} o"tr&-c+l' ?'n.!"L

.nltfl.', Y'tl2'l+ 24l,1'l ]rAfl'hi :

g.l tttt.t h'r+?s 'lh,h-lft'lr' (tr) lt;F'l'ra'no'

ULLJ+ fi.l:a,8r l n'rr(I..,f t1,N'rll 'r"I f
.t gr 

^r"l4t 
@tt A+. olttt{.+t ?h"?4rt

@f.r .,on+ hlB\?A"l ?-td>d htt(l(l' T "lll.?

&nhd\ h-r.T'a\ }'lc ?oqq 16+ '/"rf l'7

?o71p.tt 241,1+ hArl'lr !

i:t "l'riari ?','r1l 't'*r n'"a'r' 2c ++'t'4

?htr ltrsb an.'r6! ttf.f bf nh",q0'

t |,o.,trz'..l. d'lz,p1Pq hf AIL'& uoz2'l't

t\ll+1 on"ttf h?'l'0 q'ltt' htA llf?'lldt'

"?nAtl' hnfl{" t

?.t 47?f arr ?r"tn 'r*{" gr'ln'? Att''l+

1l1t4f.t. z"Alr hf 7l.'|C'Y""'(l' (lrt('

8+lttrt 1l?64't? m{.lft @tltol'f+t @t441U

.'ofr,{" af,r' "142'tl f,f clv'4:!

El "t'14 .IFt' r"I4I 't't'B"'t'1,+ rrn'dr goe 'r'lf'r
qSntlt f}\?d4'] "'"K2Z+t A'.'''{l

qf Z+ lnhur.,o+ lu'"tttn"T'r ?-l mfLt

h"f.hir:Tr 6D'1,d". I!;NT' gii.tr? fiLq lt"'tt''

lrzTa' nhf, l'tcl' ?+6+ oom1 oo(rl'c+

aD'(l^,|. fn O'l9o i t
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ul lr/plll :t(: +,t.tt "r'rf|.l' f0,/[,' iltf',
!ldt?'4?Ir:1P 'r.tL tlr'?4l h"?ltTt'l lldlnF

aR llo. tt^t 4'4A4. tl'fi:t'?t' 1'I

h[.mtfF ?.",L:t-|.'Aq hhl.4'r,6r',

^c{"8 
g""tu(rt: t 

^qi).lt"t.Ad.tF t',6 :tC ?'"&f 'l'?ll
( trt77.l h6r44't a",d\lltt', "7L:t1r
htlll'lr:

!.t ll,.-l4l 4'r1+t "'ttl:t€+ .nf,r" 'nl'tr

,l\A4' 49, ?,1'fi-16 "1'rT dbr Aur'll'l"l4l
.r.*orD. dbh,t t|t".t4l At'rr+ ;tC ll'l't tt
t1ile.th1t nq 4F,'l.rl'l- J\tscn r%T'r\

{.'rc ahn+ 0r'r 4'2c dLhn'} r,:f'4r\

?,nA ,tc.t l. .iea" \'rAhltlJl. Ahft&rl-r.

htrl. af,'Yo Atlr\f\ trll 't'i&'qqtfi''

aE.!tut g"?4@+ 24l,t'l h^n'}''
ti: raa nhqre+

iil -tT?f$f ilr14l ,r4f ?@t.l.ro(:.1.1b''

r"il Atrrr+ A"lt 2'r+ ?"r.th1fia ?'t6+
-re:t,t"+ t-c%+ 4.aqat ,l.RZ? hAfl,lrr

gt ^t.rfll./- ?yae h9d6T.r hhr'.,q af,t"
hu:tE d/.14l "'rrz+ Alr\?i:'l r-r.J}e\

,th 0! Art'rr'h ?'fmll* aotlt1 gd'142'l'r

24r,1.1 hAlltr:
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7A,?,f/n.a'" 6/ Every food establishmenl depending on the

nature ofthe food, has lhe obligation to give

adequate information about handling and

use of foods it offers to sell.

Personnel workins in food cstablishments

l/ Every food establishment shall ensure that

its employees who are engaged in the

manu faduring, pl€Paration, or service

a) who have I dir€ct contact with the food

to be free from food-bome illness and

take aPProPriate measure to Prevent

food-bome illnesses; and

b) wore an appropriate safety clothing,

2/ Every person who participates in the

manufacturing of food and has

knowledge ofor rcason to believe that

a significant risk to the public's health

exists shall immediately report, as

. 
apPropriatg to the executive organ or

regional health regulator.

Food matrufacturinq

l/ Every food establishment has obligation to

instatl the requircd quality control syslem to

ensure the safety of foods it Pmduces.

2ll tt shalt be the reponsibility of every food

manufac{urer, import€r or preparer to ensur€

the safety of raw material used for food

manufacturing.
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ffi E"a"c-.iToff--f""iurdrshall

1@Lf ,'o1'fa. r,1fll i 9'\tz 9''l+C

?h{'olit-+ $.+ 4l' 
^dlf 

tRl? h?CU}

report to the executive organ if it introduces

shange in the bry9' content' and

manufacturing proces of the food it

produces.

f,?'0 @R tnc G'tf IlA"?Orq+S @i( @cP

ffiffiloro*r* r1'tt ,o.ulc d''fi'r qYm.t

Snf A/'.. ,tta",t.r+ f Adb', g g'rfr\+ &t'E

fi.f?4 iT hhnJ'4'ry't} hha 9'0t'l

'"! Lr1"4 tPntrc {Dl+'"tr t\gt'{ {lf lrrrr

B/ gtr.U h?+*' ?}n-h?'fa' (fi) h?e't'rnrltr ff;

Jnfrl.fr"Lo)' Jrtr\ f 
'f"''ttl' 

&tl}tt hnt-tllt

rf,i i\.frTon ?4{tt'+L '-:':0o6 lt"! &Ca

ag'v t40/l+i v'cq'6 f|f..4 t'n',rf hhe\

At&Az'I R",?11 hc tDel'd!'f llhilt'"r ''l}

.hcF'l h?4ll&? {L.f'rt f':f'4e\':

f.t aX 01C dFnr g"r'x'l at'lf?llf 'f"l{l

fs!r?t+ F'tc O{'l'or' hf Chf d'41

goAtr(- ho6ll t'cg+ o't?+ htr&41'

tq it'l{ hftes'?'@' h|tA Y"'a'rr

h,',.ae+ Pci+ h'|'&trt'g /Lf'll f'{'4A: t

8t lDg o'lc dl.nf f,'lq 4','';tdl"4f '/.111

reurl+ ?''cn'l I'h1Trl't A?Atfl

0hn.t,,in.@ llXnLT d,4'.- d.9' oott'/i+ A'|C

Llt.o,,Atr @f,'f nO'tC d|"dr h?'e''1f

94.Z2Att

At] ,itn*r ?'.alt 4lr as or4t 
')'tc

fin"Zr\h@ .-,',{l h?Shft'"4?'t'& fdLT

f nhc ozf'l hhnd''t"tdts hhr\ dt"'T'l

.BT'4't "
78. sr?{il +qc'- 

ii*rn ry-'t ?hmq.+Y om't qt't

h"'l{ fA@ ht'\ 4@ttl@ gt!"}Shf

AtE oou'14 ootT h0;0t t t

10. Food imoori rnd orDort

l/ Food may bc imPorted onlY when it

complies with applicable safety standard'

and a permit is granted by the executive

organ.

2t Without prejudice ro sub-article (l) of this

article, if the executive organ has reason to

suspec{ the safety of the food it may

perform a laboratory' test' or order

laboratory test to be performed by a'third

party and its cost covered by the importer'

3/ lf any imported fbod has estabtished safet)

problem, the exeputive organ mal

determine |o evaluate good manufac'tfirin1

Practices of the manufacturer'

4/ Food found to be unsafe under thi

proclamation mry be retumed to i

country of origin or be locally disposed

the expense of its imPoner'

5/ A food exPort€r' as necessary' may I

health certificate of food it intends

exPort from the eiecutive organ'

1t. Food rdditivc

l/ Uss of marimum level of a food addil

shall be in accor6ance with Ethiof

sandqrd issu€d by the apProPriate bodj
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detemine the

of allowable food additives.

3/ The executive organ maY, where

Appropriate, prohibit the use of food

additives in I c€rtain cstegory of foods'

12, lnfant formuts and follow'uo formulr

Every infant formula and follow-up formula

shall comply with applicable Ethiopian quality

and safety standards; its c.mpon€nt shall not be

genetioally modified and exPosed to any

radiation during manufaauring and its

packaging is made from a non-Plastic material,

and contains a labe! bearing the source of its

protein,

13. Food suoolement

l/ Foqd supplcment may not be imported or

placed on the market without registration'

2/ The rigor of safety asscssment of food

suPplements shall be commensumte based

on its typc, potentisl risk to human health'

and its health claim.

14. tlood foriUicarlon

l/ Every food identified for fortification shall

fulfill applicable Ethiopian standard

adopted bY the aPProPriate bodY'

2/ Vitamins, minerals, or other essential

nutrients permitted for fortification

purpose may only be used if it fulfills

requirements set by the approPdot€ body'

3/ Every food manufaeturer that fortifies

food in accordance with subarticlc (l) and

(2) of this article shall accordingly label

the food as fortified'

:
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t/ lnadiation of food strall bc csni€d out i

such a, way that it is designe/ to mcct lt

rcquirement of food safay and using tl

appropriatc type and limit of ndiation'

2,/ Rcgulatio of irtadiation requir€ment shall I

iinplernentcd in codpsation wi

' sPProprial€ 'bodi€s'

t6. U4e!-s&&
' l/ Any Pipe or bottled $ates or othe( potat

rvat€r suppHer or - produccr shall cnsu

compliance with th€ Ethiopian saf(

sundad.

2/ The salay 8nd clfgclivcn€ss of every wa

k€atnre chemical or devicc shall

regulatcd bY thc cxccutivc organ'

Posl-mr rkct safctv monilorlm

l/ Every food manuf0ctur€r or importer sl

hsvc s system to cnablc it to coi inuoo

monltor thc saf4y of thc food it produ

or imPor*tcd.

2/ If thc public's hcalth is in dangcr drr I
' ' 

confitmed infety problcm r€lsting to f
' msnufBctitring, storsgq transPon

. handling thc. cnccutivc org'n or rcgi(

heslth regulator maY notifi thc Pu

0rrcugh 0ie apprcpriatc msssmedia no

uitc Src food and ordcr recall of
product.

3/ Thc oxecutivc organ shall pcriodit

undcnakc srfaY monitoring of I

products Placed onto thc markeq snd

order the'cost bc covercd bY

manufac r€l or impoftcr'
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nAlsslsllc-Cdil$le
l/ Every industrially prepared alcoholic drink

shall comply wilh applicablc Elriopian or

other intemational standard acccpted by

the country issued with tegard to ils

content.

2/ lt shalt be illcgal to scll any alcoholic drink

to anYone under thc agc of 2l '

3/ No person may salc alcoholic drink Health

instioltions, education facilities'

kindergartcns univcrsities and collegps'

govemm€nt institutions' Places of

worship, sponing Plac€s' cinema hous€s

and other Plaes determined bY a

' regulation issued to implement this

Proclamation'

4/ Addftional restrictions with reg8rd to the

time and manner of sale of alcoholic drink

may bc dcarmined in accordancc with a

r€guladon issued to imPlement this

Proclamstion'

PART FOUR

MEDICINE. MEDICAL DEVTCE AND

COSMETTC'S ADMINISTRATION

Sectlon Onc

Mcdlcinc and Mcdical Devlce Administretioa

19. Gt4le!
l/ The rigor of rcgulatory ssse$m€nt or

medicine and medicrl device shall bs

commensur|t€ wiih the product's typc'

naturq and potential risk to human health'

2/ fhe sxec{tiw orgatt may mt limit lhe

numbsr of sgenb a rranufactur€ maY

designatc for the purpcise of importing or

distribrning medicinc or medical &vice' -

!8.

t

+ \q lfiv"q--o"'|a
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mcdlclnc rtd mcdlcd dcvicca

l/ Any mcdicine 8nd, as apPropriate, mcdical

dcvice shall not bc manuhcturEd,

importe{ cxported, stor€d, distributed'

iransportcd, sotd, hotd' uscd' or transfcr to

any other pe6on without rcgistration and

marketing authorization.

2/ Thc execuiive organ stratt rcgister and gnnt

markeling authorization in accordancc

with subrrticlc (|) of this orticle after it

assesscs the quality, safety and effcacy of

the mcdicing or quality, safetY and

cffectivcness of the medical device'

3/ The provisions of sub-articlc ( | ) of lhis articl'

shall not spply in r€spcd of the salc of any

medicinc compounded by a pharmacist for a

panicular patient in a quantity rlot 8]eatcr

than thc quantily rcquired for tr€atmcnl a9

detemin6d bY an authorised mediGl

profcssional, or any mcdicine or medical

devicc imPotted for usc by a Particular

patient 8s pcr prcscripdon of an authorized

medical Pmfessional.

4/ Any mcdicine or medical device shall bc

r€istcred if the manufacturer comPlics

with good manuhcturing practicas'

dossiers are evaluat€d and found !o ftrlfill

saf€ty, quality, cfficaoy, and eflicacy or

cfrectivcness, and as sPploprisre hrlfills

laboratory qudity test rcqui'emcnts'
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to th€'

articlc (l) of this article, the cxecutive

organ may' in compelling circum3tstlccs'

gru s P€mit for the importation or use of

unrcgigtcred mcdicine or medical device'

6/ Every medicine or mcdical device

registcrtd in accordance v/ith this

ptoclamstion shall havc its registration

rencwed cvery five Yean'

7/ W hout Prejudicc to thc provision of sub-

orticle (6) of this article, any rcgistered

mcdicine or medical dcvice shall pay

snnual tetention fee as determined by a

l/ lf veriation affecting registered medicine's

quality, safety or efficacy, ot medical

devicc's safety, quality or efrectivencss is

introduced' thc Produa maY not be

markcted unlcss the pcrson who rcgisters

thc product notifics such variation rnd ga

approval ftom the executive or88n'

2y withott F€judicc !o $c provision of sub'

anicle (l) of this article, a medicine or

mcdical devicc with variation having

minimal Potcntisl on its p€rformsnc' may b€

markctcd providcd thc manuhcturcr or thc

person who rcgbtcrs thc Product notifics lhc

cxccutiv€ otgan of suclr variation'

l/ Any medicine, its raw .or packaging

matcrirl shalt mect quality' saftty and

cfficscy requilemenrs prcscribed in a

nationally accepted pharmacopeia'

regulstion.
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9/ "l7T tr ?itlr'-l .'o.r ll h'r4'{t qrld} 2l Any device shall meet quality"
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safety

issued

and effectiveness rcquirements

or adopted by the appropriate

organ.

3/ Notwithstanding to the provision of sub-

articles (t) dnd (2) of this ailicle, where
t'l

1 natilil?l standardli-s ir<i-t issued or adopted,

I the expcutlve,organ may rcgulate medicine

ani'iii:Aicat device in accordance with

requirement's prescribed by intemational

organizations, other countries, and

requirements or guidelines issued by

manufacturing companies acceptable to

the ex€cutive organ.

23. Resistrttior of medicine snd mcdical
devicc insaitution

l/ No medicine or medical device

institution may engage in medicine or

medical device trade unless it is

registered and licensed, as appropriate,

by the ex'ecutive organ or regional

health regulator.

2/ lt shall be prohibited, in any manner, to

transfer a medicine and medical devicc

institution certificate of comDetence !o

a third party.

24. Personnel workine in medicine and

medical device institution
l/ Every medicine and medical devic€

institution shall hire a health

professional upon ensuring that the

. professional is duly registered and

competent to peform the task.

? Every health professional worting for a

medicine or medical devics institution

shall have the duty to immediately report

risks ofpublic health significance related

to the quality, safety and eflicacy or
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mcdicinc or safsty and

effectivcness of a medical device' as

appropriatg !o the exccutive organ ot a

r€gional hcalth regularor-

25. Mcdicinc rnd medical devicc

manufaciurine and imDortation

l/ The manufacturer of rnedicinc or mcdical

devicc shall have the duty !o ensul€ lhe

quality and safcty of raw m*crials and

thc lcealitY of its sudplicr.

2/ h shatl bc thc duty ofthe manufact$er or

imPortcr, ss appropriate, !o cmurr that

cvery mcdicine or medical dcvicc is

produccd in - aocordancc with the

approFisrc good manufsoturing ptac'tice'

3/ No mcdicine or medical dwicc may be

imponcd thmugh I Port ofcntry unless

authorization is granted bY the

cxccutivc organ.

4/ Every imPorter ofa medicine or mcdical

dcvicc shall be resPonsiblc for

ensuring that its importcd Producl is

'frotn I manufasErer recognized by the

executivc organ.

5/ lf thc quality, safety' and cfficaca or

effcctivcness of a medicinc ot medical

device arc not in comPlilncc with thc

Iaw, thc occ-t|tive organ may order the

manufaciurct or imPortcr' att

apPropri.te, to properly disPoce or

r€ium it to iB courrrY of origin.

:
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Eedlsrl-Ceylse

l/ The mcdicinc or medical device institution

. or another appropriate pcrson shall ensuG

that cvjry Product undff is posscssion is

storcd, trsnsport€d, and sold in accordancc

with good storage and distribution

practices and in such a way that is quality,

safay, and efricacy or effectiveness is

maintained.

2/ Every manufactultf, importcr, wholcsalcr

and r€tailer of a medicine or mcdical

dcvice shall install a quality control

system that ensures thc safcty and quality

ofthe produa.

3l Every p{l of a transPortation equipment

having dircct conua with the medicinc or

medical device shall bc cloan and shall not

render thc product to cause any chcmical,

physical, or microbiological mntaminatio'

4/ No mcdicine or medical device institution

may transfcr any mcdicine or medical

devicc under its possFsim outside of the

recognizcd trade chain without having a

legitimatc ground and, as aPPmpriatg

notirying ths cxecutivc organ or regional

health regulator.

5/ A retailer of medicinc or medical dcvice

shall not cnglge in thc wholesale tradc of

any mcdicine br modical dcvice.

6/ No medicine wholesalc or r€tail instiMion

may sell a mcdioine unl€ss its lab€l

contains the rclail pricc of the prcduc't

afffixcd by the manufq.turcr or imPorler in
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with this proclamation and

dircctive issued to implement this

proclamation.

7/ tt shall bc thc r€sponsibility of the hcalth

institution io ensurc that the type of

medioine it possess€s are in accordancc

with its tevel, and the hcalth professional

who has access to thc medicine has

approprial€ suthoriurion'

Clinictl arlrl

l/ A clinical irial shall be conductcd on

human bcings only in accordance with this

proclamation and rcgulation issued to

implement this proclamation.

2/ The cxecutivc organ shall authodze clinical

trial on human subj€cts only after the

clinical trial protocol is evaluatcd and

accepted from sci€t ifiq legal and ethical

pc|spes'tive.

3/ lt shatl be prohibitcd to intloduce 8ny

dnnge to thc t€rms and conditions of an

approved clinical trial protocol unless the

cxeoutivc otgan is dulY notified.

4/ The exccttivc organ may rtquirc rcview

ond monitoring of the approved clinical

trial study by an aPProPriste nationsl'

rrgional'or institutional review organ-

5/ Clinical trid on human beings shall be

conducted if the person is ov€r 18 ycars'

has capocity under thc Ethiopim Civil

Code, and rgrce in writing to the clinical

trial.

6/ Clinical trial on nursing 8nd Prcgnant

women, prisoner, person undcr 0re age of

18, mentally ill person, other judicially

incapablc pcrson, or pcrson dependent on

thc pmftssional or thc institution

27.
EE.
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shall be

pro5ibited unl6s there is a nccessary

ground and a special Permission grantcd

by the executive organ in accordance with

apdi;ble rcgulation.

7/ lt shall bc the rcspoNibility of thc

primary investigator and sponsor ofthe

clinicat trial lo ensurc the srfcty of the

particip;nt, Pmvide adequalc

information to prospeaive Partici panls

about the risks, mcdical bencfits' and

trcatment dternativcs available to the

particiPant.

8/ lt shatl be the rcsponsibility of, thc

primary investigator and sponsor oftltc

clinical rial to ensure aPptopristc

scicntific conduct, making required

repora to the executive org8n, rccold

keeping repo*ing any adversc cvent'

and adhering to applicable pmtocol'

practiccs, and laws.

9/ In approving invcstigational medicine

or mcdical device, the cxccutive organ

may rcquire submission of laboratory

expetimcnt and animal testing data in

orrder to dercrminc its safety.

l0/ The use of investigtional mcdicine or

mcdical device beside clinical trial

shall have Prior aPProval from 6c

executive organ.

I f / A Clinical Trigl Ethica Commitrces

SupervisorY BodY dittctcd bY a

highcr official ofthe excsutive organ

shatl b€ establkhed

L
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2& Antlscoticr ead disinfcctmts

I/ Every regulated pcrson shall comply with

applicable requirements issued about

antisePtics and disinfectants '

2/ Thc regisration and related regulstory

asscssment of antiseptics and disinfectants

shall be commcnsura& with he- Product's

potential risk to human hcalth'

Radlophtrmaccllicr! rnd radittion

cmlttinq m€dla:al dcvicc

l/ No onc may manufacture, import' export'

wholcsale or storc any radiopharmacc

uticsl or radiation emittinb medicd device

unless he gcls I certificate of competence

from the cxecNrtive organ and aPPropriete

bodY.

?/ Extcmporaneous Ptcpsntion of a

radiQhffmaceutical plduct may only b€

crrried olt in a health facility having a

certificaie of comPetence to p€rform this

dctivitY.

3l ln effectivclY n:gulating ndio

pharmacetrticals or radiation ernitting

medical device, lhe ex€cutive orpn shall

work togsther with thc appropriate body'

Blood rrid blmd comoonents

l/ Any p€Fon who eng.ges in the collection

and distribution of blood and blood

products shatt get a certificetc of

competcncc from tho executive organ'

2/ Blood ond blood Ploduc'ts donation'

colleclion, and distribution shall bg

performed in aircordance wittr principles of

lJ
lit
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such products

purpose of saving life or scicntific

research may not financially benefit both

thc donor and rcciPicnt.

3/ Blood and blood comPoncnG for

tnnsfitsion or funher manufacturing or

proccssing may not b€ Put into use unl6s

its saf€ty and quality arc in compliance

with applicable regulatbry requircments'

4/ Blood activities shall bc classified and

regulatcd bascd on its Potential tisk ao thc

safay of wholc blood and blood

components, the donor, and thc rccipianr.

5/ Every potential risk associatcd with blood

donaiion shall bc communicated to thc

donor and the tccipicnt oftransfusion.

6/ Health facitities, laboratorics, blood bank

and othcr establishment engagcd in blood

and blood component aaivitics shall makc

surc ir is collcctcd, tcscd, prccesscd'

scrcened, poolcd, irradietcd' washcd'

storcd, labetcd ond distributetl in

accordancc with appliceblc r€gulatory

requircments.

Nertollc rnd nsvchotroplc mcdlclncs. rnd

orecrtsor chcmlcals

l/ A special permit from thc cxccutivc oryan

shall be a Fqquislt€ to mrnuftdurc'
import or cxPori any narcotic ard

psychotropic 4cdicittcs' or pr€cursor

clrcmical,

2/ Anl'one who angages in mrnufacnuring

imporl, export, wholcsalg slorlr tansPo(t

hold or scll any narcotio ond PsychotroPic

mcdlqinc or prccurtor dumical shdl

comply with tlrig proclamadon' and

regulation 8nd dlrcdive irsued to

implcmant this proclamatlon'
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3tA p€nnit for $c import & export of
t 

n"r*ti" and psychotopic medicines, or

prcctsor dranical shall apply for a

spccific consignment and shall be valid for

90 days from the date ofits issuance.

,V lt shall be prohibitcd to import or export

narcotic and psychotropic mcdicines, or

precursor chemical through the post officc

or by ship; or packed togpther with odrcr

medicines or goods

5/ Narcotic and psychotroPic medicines and

ihvoiccs, iegisters, and prcscripions shall

bc stored in a lockable m€tal cupboard or

in a special room thc kcy of which shall tt
all timcs remain in the hands of th€

authorized pharmacy profcssional-

6/ Every manufacturcr, imporler, wholesaler,

rctailer, or healdr instinrtion involved in

narcotic atd PsychotroPic medicines, or

prccunor chemical activities shall keeP

relevant recordq Perform demond

projccionE and submit l€porb in

accordance with directive issued by thc

exocutivc organ.

7l Any pffs,/n who gets narcotic and

psychobopic medicines, or Prscunror

chemical purdrasc order from the

€xec1rtive organ shall rcport when thc

product is imPortcd, or if it is not imPorted

for whdev€t reason it shall bc reported

withln tcn days fiom thc crdiration of the

purchasc order.
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medicincs

l/ Any licensed medical pufessional may

only issue narcotic and psychoiroPic

medicines prcscriprion in rhe health

institution wher€ he is authorized to work.

Z No medical pofessional may\ prpcribe

narcotic and psychotmpic medicine for

himself.

3/ Thc prescriPion of a natcotic or

psychotropic medicine shsll be made on a

spccial narcotic or PsychotroPic

prcscription PaPer resPcaivclY.

4/ lf any medical profcssional made a mishke

on the narcotic or psychotropic prcscription

p8per, he shall fold away and leave thc lcsf

papcr conoining lhe cnor intact within thc

prcscription folder.

5/ Aftcr issuancc of the original of any

narcotic and psychotropic pr€scription to

the patient, its copy shall t€main in the

ptesoriPtion folder.

d Every foldcr containing r coPY of

prescribgd narcotic and psychoiropic

mcdicines 3h8ll be retumed, at

appmpriatc to the exca tive organ or

rcgional health rcgulstor.

7/ Provisions ofthis proclamation provided in

rcs@ of disPcnsation of prescdprion

mcdicines shall be aglicable !o narrotic

and Psychotropic medicineg' as

approPriatc.

8/ It is prchibited to Prcscdbe-more than onc

narcotic and psychotropic m€dicinq on om

prescription paper, prascription papcr shall

have no effcct qffer fifrcen days fron the

day it is Prcscrib€d-
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Evcry authorized health institution and

medicine retailer may only dispense a narcotic

and psychotroPic medicines upon

confirmatioo tlat

l/ rhe prcscripticn paPer contains thc name of

the prescriber and the institution's damP;

2y thc prEscription is original, and thc writing or

print on the psper docs not @ntain on cnot;

3/ narcotic and psychotropic medicine is

prescribed using narmtic 8nd psychotroPic

mcdicine prescription psper rcsPcctivcly;

4/ no more than one type of narcotio and

psychotropic medicine is oot Prcscribed

using one prescriPion PaPec

5/ the pr€scriPtion paFr contains .€adablc

scries number; gnd

6/ the issue date is within 0tc past fifte€n

days.

Mcdldnc comooundlnq

l/ Medicine compounding shell only be

performrid by an suthorizcd pharmacy

professional and within an authorized

instiiution.

Z It shall be the responsibility of thc

pharmacy professional to ensurc that any

compounded medicinc prcpored for a

patient in accordance with a prcscription

issued by a medical profcssional does not

contain an unappoved ingredicnt in

accordance with aPPlicablc law or

standard atd is not unusually harmftl io

the us€f.

34.

nedlcine
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Every

authorized to Perform medicine

compounding shall ensrne that any actil€

pharmaccutical ingrcdienrs used to

compound- a mcdicincs rre an authorize

comPonent in ot|er medicine rcgistered by

the executivi organ.

4l The pharmacy profcssional, h€alth

institution, or medicine trade institution

shall berjointly and scverally rcsponsible

for any health or bodily harm caused as a

rcsult of using thc unapproved active

phamacadicsl ingredient'

35. Mcdicinc Drcscrlblnr rnd DE3crlDtion D'Dcr

l/ Medicine may only bc prcscribed by an

authorized medical Pmfessional'

2l/ Every medical professional shall prescribe

a m€dicinc in accordance wirh the

appmpriate prcscription pcper and uniform

medical servicc tnd prescription

' 
Procedure.

3/ Every medical professional shall prescribe

a medicine bY using is gencric name;

Exceptions shall bc provided by regulation

or dir€clive issued to implement this

proclamation.

4/ Every medical professional authorizcd to

prcscribc a medicine shall ensure that all

required informgtion in the prescripion

paPer is filled out.

5/ Thc amount snd msnn€r of anti-microbial

medicinc prescription shall comply with

the uniforin medical scrvice delivery

requircmcnts.
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prescription shall bc givcn orly after thc

pati€nt has got a mcdical rccord and the

prescdpio4 informalion is sufficiertly

prorrided in the rccord.

Mcdicine dkoensinq. rnd over the counter

medicincs

l/ Medicine shall only be dispensed by a

pharmacy Professionel acting within his

scope ofPracticc

Z Notwirhstandirig to the Fovision of suts

articte (l) of this articlg the cxecutiv€

organ, by a directive, shall determine

compclling circumstances when

dispensing by other health pmfessional

categories may b€ aPProPriate.

3/ Every medicine dispcnsing shall be made

as per the paper or elecfonic prescription'

4/ Notwithstading to thc pmvision of erb'

article (3) of this.articlg drc executive

organ shall dctcrminc a list of over the

counter mcdioine to bc sold in medicine

rctail shops.

5/ Every pharmaoy Professional may dispense

a gencric mcdicine prcscribed using its

brsnd name' SPccial circumstances may

be.det€rmined 83 Pet a rcgulation or

directive is$cd to implemetlt this

proolarnalion.

6/ White dispensing a mcdicinc, every

pharmacy professional shall ensrre that

the patient is informed ibout thc identity'

usc, instnrction for usc, precautiots, side

effece, and otiher rclcvant information

about the disPcnsad modicine.

l-
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It shall bc prohibited to dispcnsc or scll,

any way, otpired, damaged, substandsr4

divcrtcd or illegal medicinc.

8/ Thc pharmacy professional shall ensute the

lcgality and complctencss of a paper or

elcctonic prescripion bcfore any

dispensation.

9/ After dispensation of medicine in

accordance with this aniclc. the

information providcd under the

prescription shall be loggsd into a paper or

clcciroic logbook prepared for this

purposc, and rhc prescription shall bc filcd '
aftcr bcing stampedi named, signed and

datcd by the pr€scriber.

l0/ Evcry professional shall notiry th€

rcgioral health tcgulstor or executive

organ or hcalth t€grdstoa 8t difrcrcnt

lcvel whcn he knows of defects

associaled with tho quslity, safay, and

efficacy of medlcine.

37. Clrsdncadon of ncdlcln

l/Thc classlficatlon of any mcdicinc and

mcdicsl &vicc shsll bc detcrmincd by tho

gxcc{rtive organ based on thc nrtup of thc

product and standard ofth€ hcalth institutioll

7 Thc classification of medicino lssu€d in

accordancc with subortlcle (l) of this

ardolc thall be ss ftllows:

a) mcdlckrc that will bo amilablc cn lhc

advlcc of a pharmocy professional,

wlthout a presctlptlon frun m authorized

prcecriber, and avsil$lc only in

authorlzed mcdiqlni tebil Instlhxion;

t,.
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that will be only on

thc prescripion of an authorizcd

medical pmfcssional, and dispenscd by

a pharmacy professional;

c) medioinc that will be availabic only on

the prescription of an authorized

mcdical professional and dispenscd by

a pharmacisi professional, atd subject

to dre conlrol measures prcscibed in

eccordancc wi& the Unitcd Nations

Convcntions on narcotic drugs,

psychotropic substances, and illicit

traffic in narmtic drug ot psyohotropic

substanccs;

d) medicinc classified in accodance with

the st$d.rd ofhealh institutions, and

e) medicincs that will be used for rarc

discascs or conditions.

P6t mrrkcdrq turvellhlc.
l/ Ey€ry manufasiurcr and imPorter, as

appropriatc, shall perform pcriodic

monitoring of thc quality, safdn and

efficaay or effectivcn€ss of its

manufacturcd or imported mcdicine and

medical devica

2lEvety manufac-tur€r, imporGr, or wholesaler

of a mcdicino or .medical devicc shall,

when requirtd by the cxecutive organ or

on its own will, perform a postnrrketing

surveillancc that would €nlbl€ it to

continuously monitor iB mcdicinc or

medical dcvicc; establish a vigilancc

system, and fitmish odverse cvcnt

information . and other rcquired

information.

.38.

1

I



?f, $fJttf, LtG.a ,r.+ tLq ttc At fi+] fit +, ff.I[ t.r
hhta"?. n'r t 4F. ??A aoll)l
aP,!. ?uhfq ooouf., th.l 

^C 
Arfrr+

AOtt 2'rt n?zi |4,. ?ktta, 7w 
',q+ 

!rtt$A|
o@.ot9D ,|?,Rh?.ltl nhl,Da.ff af.f
Ilhh.'D4l:0,- 

^14fr&7 ^! 
c.ca f,:f.4rr , ,

'ttc'nc hLE @. qrt4f f,.ldihtAt t

8l n lTof ?a"k21+ af,,f ?qh1",q .,,,.td!
htr"A,T. af,f h0,,oct .T(..ff+ tt?,Dt!)It
hf lrutrt"f ot,,tJ! ,16+ lf ,Rlr?t,l E-rC
2c .t-lf,,t A."I.t ch 9n9,a+,' tft rrrtar
't-tl.l ,4r.r+', f,ohEarz xc.ttl fi LE oo.

f-711 g,olfif ,.

&9. U7-@,| ?@E)L+ o9r ?Uhf,q @1t!
?|@@C? il^dh4hA

Fl -r?To.y. no.x)L+ af,lr. filttrr.;
aouraf 2a* p& 4f,, ?,fnq6 dor.

?"\1.1@ .!nh'L+ ag,y ?t h.tq .ro.tl!
tto2? rTry @rl.1 Fte:t ptt tr2q-
?"rrfc s.e T ?a,Dmf'- h.r4,;ur f'?.'to-
?"Wl.o+ @f,r 2t. ter|rl ,'"?.DL{.
?.F,t'f ookr'7,+ af,r ? rr'"g oD-rlf

. h.t2# o4.f@t i,hhl"Ez, hrrit.r ihan
Lq 'HFi't.t ta. of,f |.htt4lL ?^,t!.

ht4.h 994oi} ?A:r. hn{t.}ir
nu.r-o'i't on?1k ?.I.f.rt .rof|),t + o!,f
euhPq oo-tLt h?f,h?an. hht"4.r.o

^hA 
a|,F fttd\n dlf .ti*qq&

\TA.oCfia. f,.RZ2At z

tl nt\t h?+s; }oh-h}+fr; (/l oow|Jl.

?.toz @Arl+ af,,r ?utt'.q oo-rt!
Oh?40. n^rD(D,r4 hht"s,?., htn. oRf
fhAA ,nf +t&n n 40. h?4.fl t^o hhdr

2C llq3t? tt 2.IqAtt

Fc&r.l Nlgrfft c.:.{i! l{o. t92tr Fo6ru.rt l0t9....p.grt I t3,

The exccutlve orgsn may

und€rtake post-market surveillancc of
medicinc and medical dcvices and may

rcquirc its manufacturer or importcr, as

appropriEtg to cover thc ?ssociated cost.

lmplc,martation dctails shalt be

delemsinc by rcgulation.

4/ The manufaaurcr or importer of any

medicine or medical device shall be

rcsponsible for damagcs caused as a

result of quality and safety problem

associated with the produd.

Implcmcnration details sha be

determined by rcgulation.

39. ,Prevcntion of illcqd ncdicinc and
mcdlml dcvicc circulrtlon

l/ Any person involved in the business of
medicinc and medical device trade

shall take every pr€caution ro ensore

the lcglity of its suppliers, usc legal

receipt, and makc an immediate rcport

to the c,(€crtive orgrn rnd othcr

apgopriatc law cniorccrnanr organ

_. when tie illegality ofrhc mcdicine and

medical device is known !o him.

Z Every mcdicinc and medical device

found to be illegal shalt be confiscated

by, as appropriate, thc cxeofiivc organ

or Ggional hcalth r€lulator.

)tt

3/ Withour pr{udice to the proyision of
sub.article (2) of rhis article, the

executive organ or regional health

regulator togethcr with firc appropriate

body shalt ensurc the appropnate

disposal of confiscated medicine and

medical devic€s.



? itrll.lifirt Lt.^a rzz+ ,aq rrc .48 ?rrt+ rl ", !f.j{ 
q.p Fcdclal NcSrrit crdr No.1921. Fcb'ulry 20 t9. . .!.gc tJ9

8l tt'r'/o+ c"'t4)z* ar,r oo.'ttl 4/ Th€ executive organ or regional

I

),

lt{Jrd'.C', {l'l.r,r"rlhj. rlh/!d,{q. htti. ag,y.
nlii'r,i\ tf1'rg 4.4q.:ttft t +f :t. tt1-ot+

'.C1h 
h'r&!1t tDlE 

^An 
r\n hht-EL

htn. of,P hta\dr /rLs .t 4'q4r6or

aL)..tr', f,hf:4dr 
' 

,

:t. t.eal r+p 4,, Orf?dhA h{. t!?.(?6.
+@crF ++f tfi. l/lf1q.A:ot,'l_@"rll
tt.!+^ ++tf 4f. ?,'t n a htr A?.e,lS
.l'.r',C+ T+f qf, y.,I,rr.A "I?T ty.
(ttrr!-q oo,,tl! j
u) lthn&a1. hrn &!t !,t"f ,

A', "?:t'B,(r orf.f g2n ?.l.a,,A,.aa ?''t A
?4"tb F rlf: hq ?h11rr+f ",r'rIA
lfuart ht

.h) f?n?nrl.h otf,y. g ,,,R{t +? t,,L
9,,t'rA8. .mtf ? hAllt: ,

96. A1{Id+,lfl rfl,,t'ftla"F+ rq@A d4-+rt.s

il e'IT avf Ror" hhnd.rt-r'. }lrt/I. d,.p,f
hhd\r:\ .rLS" .h+qt.tlhny f U+ a\t :t,t.q
,r"'trrtc (/'/.,h+ 4.e?'4 fl,i,fld.&,n,t! ,ns
h?i\.rA".F g..r.o.A 0t- ,bttf, nf,,d,lz

''httorri4, o.,qttr a?t +t A 6ty,f ///m.n1"

l\.f,T.crr, r

.aJ fin.v ?\'r+ft ?(l.fi-h?tK (ii) o"u.ry
r{l.'t '1t,:r't.4. FAr/c aZ++
f'ludrnrr "?1Tarf rto 9oo1.1-s,7,
t(t.'D.tlots'r. fltl,t A@T af,f fiimtu?
alfie.h(t{l /cq ,i,trr\.rA.'l t.t@a ae-
',-(lf, 1l.Ntr.,aiut'h o,'18 oof'tti
n^0e8"?. htn. af,!- ArrAA Lq
.b4'ot.tt.rr6ts irCI nEta hnint-tt

i:l A14le4.h4l rnq h?a\"{p'} ?"t d'".A ot-
'f.1 9 ?"1.:t.n'rovt ?ot 44tt&t (-t tt"'14o.
@!tf' ?,',tAA.&\o> tlfi,DFt 0l?n4.1f,
alhlr4(U 4f, n,fsclb f-?.T.X.,}? h.R.,
.ro+ri ll"?,tjt+A t .r!t. ,,olfl.?
fcah;r'N.dr ,41.1+ ntlu h.r+?;
.@"'4+ 9419'+ an.,JX,'? rhh0 @1++
f.f,.drnrn tlnr 1o,' '

regulator shall pay a cash reward to

any person who gives information

leading directly to the apprehension of
an iilegal medicine or medicai device.

40. Refurbished and rrmrlufactured m€dical
device

Every refurbished and remanufactured

medical device shall:

a) have a permit from the executive organ;

b) contain, on its labeling, the word

"refurbished or remanufactur€d" as

appropriate, and a user manual; and

c) m€ntion the len6h of its prior use or date

when it is refurbished or remanufactured.

41. Public health pcsticide,s

l/ No person may manufacturq import, export,

whol€sale, or sell public health pesticide

unless the executivc organ or a regional

health r€gulator grants certificate of
competence.

2./ Afly person who has a cenificate of
competence in accordance with the pmvision

of sutsanicle (l) of dris article shall keep

and transmit relevant rccord with regard io

the public health pesticide it manufacifes,

imports, distributes, or sales to the executive

organ or rcgional health r€gulator.

3/ Any person who gets I certificate of
competence in accordance with this
provision shall be responsible for
monitoring and ensure every public health
pesticide is packaged, [ansported, stor€d,
or distributed with the least possible risk to
human, animal, and the environment.
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,V The mnsport, stofage Ot sa

ofevery public health pesticide shall bc

segregstion frcm other products.

5/ The labeling of cvery public health pesticir

shall at lcast be in Amharic languagc.

d The cxecutive orgm shall work with oth

appropriate bodics to cnsurc tl

manufaclurc, hanspoG storagg use, ar

disposal of public hcalth pcsticide does n

. pos€ I hr€rt to public health.

Secllon Tlvo

Cosm€aics

42. Gencrrl

Every cosmetic poduct plac€d on the markr

shall not harm human hcalth when use

ordinadly or as intcrded.

13. Bgg!E!g!_sf lECgjrsf trilo!
Every manufrctur€f, importer, and distributor o

. cosrnetic shall bc ttgistered $ thc cxccutiv

organ.

44.@

l/ No one may manufadrlr€ or inport to rdc r

cosrnaic pmdua unlcse a list of the cosmair

and rclard inforrlalion is suhnittcd lr

accordanoe with thc operaional pmccdurc a
fte oreoutivc orgon,

2i/ A cosmctio may not contrin any prohibite<

ingredicnts or any ingrcdient abovc thc

maximum lcvel cstablishcd by an applicabl(

rogul?nory rcquir€ment.
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3/ Whencver it is neccssary to protect

health, the _cxecutive organ may ban a

cosmetic prcduct or its ingredient.

4/ Every manufacturcr or importer shall be

rcsponsible for any damage caused as a result

ofthc cosmetic it manufactur€d or imported.

,15. Mrnufrcturitrs. saorrse. trrnsoort. rnd'ssle
of cosmctic

' ll Every manufrclursr of a cosmetic produci

shall make surc th6t its product is produced

in accordancc with applicable good

manufaduring praciices. 0

Z The manufac.turer, imponer, distributor, or

retailcr of every cosmetic slull emurc the

saiety of the prcduct during storage,

transport, ard sale.

3/ lt shall bc pmhibited to manufscturg import,

stor€, distribrrt€, transpod or sell any

cosmetic or cosmetic raw matcrial lhat is not

in compliance with this proclamation or

other applicable rcgulatory rcquir€ments.

4l Every storage 8nd transpon equipment,

having dir€ct contact wilh the coemetic

product, shall not cause chemical, physical,

and microbiological contamination.

PART FIVE

ToBACCO ANI' REI.,/\TED PRODUCTS

ADMINISTRATION
46. Tobrcco pruduct spcclrl licensc rnd r€lrtcd

prducts

l/ No person may manufrcture, import,

wholesalc, or disbibute any tobacco

produc.ts withort baving a special licensc

ftom the executive org*r.
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2y It shsll be

wholesale, distribde, sell, or offer to scll or

import to trade any Electronic Nicotine

Delivery Systcrn or othcr related cigarettc

resembling te+hnolog/ product,

3/ Every tobacco grower and manufacturer shall

havc the obligation io Prevent and control

potential harms caused on the hcalth of is
employees or the environment as a rcsult of
totiocco gmwing or manufacturin&

47. Tobacco uodrcb contclt ond dlqplgourc

l/ No one may manufacrurg imPort, wtolesale,

sell, or ofrer to sell tobacco Products

containing prohibited ingredient by the

. ex€cltive organ.

2/ Evcry tobacco manufaciurcr or imPort€r

shall maintain an( upon rcqucsr, provide

information abor* ingredients used in the

manufacture of eadr of theit tobacco

produd, its emission, or enY other

information about lhe product to the

cxecrrtive organ. lf the executive organ

rcceives legally protcctcd trade recrct during

implementation of this subarticle and the

manufactirrer or imPorler declsr€d the samc

in writin& thc executivc organ shall havc

rhe duty to proteclits confideniality.

3/ No pcsson shsll manufacturs, imporl,

wholesale, distribute, sell, or offcr for sale

any tobacco Foduct that:

'a) has s characlcrizing flavor, wh€drr or not

tho product. packrgins indicatcs that the

product has a characterizing flavor;

b) contains a flavoring in any of its comPonqql,

or the packaging wrapping or any tec{mical

featur€ of the ploduc't allowing modification

ofthe smell or tasle ofthe Product;

12.

t

fiA+frflf rlc+ 'b4
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c) contains onc or morc additives

. 
properti€s associated or likcly to be

associated with cncrry or vitality, a health

benefil, or rcduccd health risk. such as but

not limited to, amino acids, caffcinc, taurine

or other stimulsnts, vitamins, and minerals,

or is rcpresented or suggested as containing

any such rdditivcs or as having sudr

properties;

I
d) contoins a colorant to change thc color of
' tobacco smokc; or

e) does not conform to other tobacco product

rcquirements adopted by the executive

organ.

4E. Pmhibltion of smoklffi
nubllc olrces

l/ No person may smokc or use tobacco producb

in any pan ofall indoor wo*placcs, all indoor

public placcs, on all means ofpublio fansport,

and in all common arcas within cordominium

, housings.

? No pcrson may smokc or use tobacco in any

outdoor space thst is wiihin tcn m€ters of

any doorwan operablc windor, or oir intakc

mcchanisrn ofany public placc or workplace

provided under sub.article (l) ofthis rrticle,

3/ Notwithstanding to sub-articlc (2) of this

articlcr smoking in any outdoor psrt of

hcalthcare facilities, govcrnment

institrtioru, facilitics including sdtools

,|l)
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he agr of 2l , higher education institutiorq

youth c€nt€rs, amusement park, and any

odrer places as determined by the exccutix

organ or rcgional he8lth regulators shall h

orohibitcd.

,19. Tobacco oroducts salc

l/ The sell of tobacco ptoducls by and to an;

person under the age of 2l shall b,

prohibited.

2ll It shall be prohibitcd to sell tobacq

pmducts witftin hundred meters of th'

premise of halth insiitutions, sdools

and youth cenlers, where smoking ant

tobacco nse is prohibited under thi

proclamation.

3/ No person slrall sell or rrrsngc fot lobacq
pmduc-ts to be sold or enable or facilitat,

such sale, by any othee means, including vi
the intemeL mail or telecommunication o

' through any means by which thc purchase

and sdler art not in the sune physica

location.

4/ T&ac,co products may only ba sold in inta<

packagss containing 20 sticks or consistin

of dre spccifiod weight as prescribcd by th

€xecutive organ,

5/ lt shall be prohibit€d io manufacnurg impor

stor€, wholesale, distribute, sell, or offer t

sell any shisha product. A bade aclivify thl

is intendcd to provide a place for smoking t

shisha or other tobacco ploducts shall t
prohibited.
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t/ It shall 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 place;.

2/ Thc owner or another rcsponsible person of the

public place or conveyance, or, in the case ofa
- workplace, the employer ot another

appropriarc pcrson, shall post cl€ar and

pmminent notices regarding the prohibition of
tobacco smoking and use along with its

correspooding "no-smoking" sign.

51. Protection aqainsl tobacco lndustrv

intcrference

l/ lnteractions between any govemment organ

responsible for the adoption of public

health polioy and the tobacco industry

shall be limited to only those strictly

necessary for effective regllation of the

tobacco industry or lobacco products.

. 2l Any interaction made in accordance with

sub-article (l) ofthis article, and whenever

the tobacco industry conlacts the

govemment to initiate an interaction of

any kind, the appropriate govemment

oflicial shall ensure full transpar€ncy of

the interaction and of the contaG and it

shall be appropdately documented'

3/ No person having financial or other

interest in the tobacco industry may

participate in tobacco control training'

workshop, or related events unless in

accordance with an invitation by the

relevant health regulator.

i
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i?&rr/. llnui No gorcmr"nt -ffiE
wo*ing in thc area ofhealth poticy shorrld

rcceive any financial oi in.kind
contribution Fom the tobacco industry. A
govcmment organ may receivc

contribution from the robacco indusary in
accordance with suh,article (5) of this

article.

5/ Any financial or in_kind cheritablc or any

oth€r related contribution by a tobacco

industry shall bc prohibited.

Tobrcpo_..hl'lioE. r||d prcvetrtion rnd
control ofillicit tndc In tobecto oroducts

l/ The fedcral govcrnmena organ responsiblc

for initiating the oountry,s tax policy shall
levy a iax on tobacco products consistent

with the Wortd Heahh Organizatiorl

Framewo* Convention on Tobacco

Control which Ethiopia has ntified.
4 the responsiblc sporsible govcmment

sponsible govcmmcna orB8n shsll contol
illicit fade in tobacco producas in
accordance with the World Hcalth
Organizarion Framework Convcntion on
Tobacco Contlol which Ethiopia has ratificd.

PART SIX
T,A BEI4ING,JAPKACJI{C. ADVERTTSEM ENT.

PROMOTION. AND PROHIBITTON6-

53. Gancnrl

ll Any produ$ reguiatcd under this
proclamation:

a) shall be appmpriatrly packcd and contrin
labeling on its primary packaging;

b) its packaging material shall nor

contaminrte thc product and comply
witr standard issued by thc appropriate

body; and
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contain information that is inaccurata

2i/ Thc primary packaging of a packed food and

cosmctic shall have a label in ;.mharic or

English languagc. The executive organ may

by a directive detcrmine labeling

requirement diffcrent from Amharic or

English language, or rhe primary packaging.

3/ The insert fabeting of mcdicinc that is I

included in the national essential medicine

lisr or widely circulated in thc marka shalt

be in Amharic and in English. lf the

intendcd distribution of the medicine is

limitcd to one region, its insert labeling shall

be, at least, in English and the region's

working language.

4/ Notwithstanding !o sub€rticle (3) of this

article, the exccutive organ by a directivc shall

dacrminc diffcrcnt labeling rcquircmct|t other

medicine and medical deviccs.

5/ No pcrson may import or place into use of

any medicine or medical device unless its

labelling contains a barcode.

6/ Every manufacturer or importer shall provide

the labcling of its cosmetic when moking

notification to thc exccutive org8n.

7/ The manufacturcr or importcr of a medicine

shall, afEx the medicinc rctail pricc, in

Ethiopian cuncncy, on its labelling b€fore

placing the Producf on the markel
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Without prcjudice to garcrat labetiq

provisions providcd undcr this pai:

a) Fortified food labeli.rg shall contair

description about the typc d

micronutrient used to cnrich the foodi

b) Labeling, descriprion, or advenisemc d

any food supplement $8ll not rrprcsed

to be used in discase prev€ntioq

tr€atnena, or curc, or in any way

characterize as a medicine:

c) A food containing genetically modified

element may only bc placcd on thc marlia

if it is packaged and'its label cdntains thc

phrase "gcncdcnlly modified'..genaically

modificd organism" or other comprrsblc

dcscription.

d) L"abeling of inadiared fmd shall conrain

the phras€ *inadiatcd" or tlr
int€mationally acccptcd radura symbol

indicating a food produa has bccn

inadiated with ionizing radiation may bc

placcd besides thc labeling.

c) lf thc food producr contains milk and mitk

products, fish and shellfislr, wheat, barley,

peanuts, soybeans, and other food

allergenic its labcling. shall clcarly

describe its contern

5,1.
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55. lrbdlnp ofllcohol dritrlts

l/ Thc label ofevery alcoholic drink prcpared at

a hctory lwel and provided for public use

shall contain its alcoholic volume and a

waming that alcohol consumption may

cause hcalth problems and women should

not drink elcoholic drinks dudng pregnancy

becausc ofthe risk ofbirth defect

? Thc label ofcvery alcoholic drink prcporcd at a

facory levcl with a volumc of l€ss than l0%

shsll contain the prcducl's cxpilation date.

56. Peckaglns and labellng of mcdicine and

mcdicrl dcvice

Without prcjudice to general labelirg provisions

provided under this Pan:

l/ thc lsbet of evcry in-vitro medical devicc

shall contain the phrase "for medical use".

2t Whcr. thc mcdicine or medical dwice is

intcaded for research, cducalion, clinical

trial, or any other comperable non-medical

usc, its labeling shall contain thc purpose for

., which it is intended to be used.

3/ The labeling of radiopharmacanticals and

radiation emitting medical device shall

mntain information sufticient for the patient

and uscrs to idcntify radiation prot€ction

m*lrod, inappropriarc rsc, and possible

risks associatcd with thc irstallation of thc

pmduct, 8s aPPrcPriste.

t
I
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l/ The peckaging -of any tobacco product sha!

contain rctating heahh wamings and mcssagc
that are compdsed of combined images and

full-color pictures in accordame witi
rEquir€mcnts set by 6c cxccrtive orgao.

? The health wamings and messages rcquired

in accordance with sub.srticle (t) of this
aniclc shall be displaycd on no less than
7Wo of he front and bock side of cach
principal display arer of its packaging and

labelin& not counting thc space uken up by
any bord€r surrounding tfic hcalth waming.

3/ Any misleading statemcnt or presentation on
the outside packaging and tabcling of
tobacco products with thc likely effect !o
cteate an enoneou:l imprcssion about the
produd's charact€risics, heafth cffccs,
hazards or emissions, or any expression or
pescnt tion purporting to signiry onc
tobacco produd has lcsser harm compared
to other tobacco produc sha[ be prohibitcd.

zV Any tcrm, descriptor, tladqnarh figurafivc,

color, or othcr sign ofany kind that dircody or
indircctly creates or is likcly to creste the falsc
impression that a_porticutar tobacco product is
less harmful rhan othcrq including thc tcrms

"low !rr., .tight", "uttr8 light , or "mild.,
-extra", 6nd "ultra" and- similar rems or
expressions shall be prohibitcd.

58. Advcrtislns rnd oromotior

l/ The contcnt of every adverlisem€nt and

promotion of a rcgulatcd product shall not
bc frlse and misteading bc appropriatc md
€thical, and comply with rcquiremenB of
this proclamation and othcr applicable laws.
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tt" {lrt:,, @f,,r orh).aQ,t 2 Every mass and advertiseme0t

disscrninator shall have lhc duty to comply

with a dircctivc issued in accordancc with

this proclamation,

3/ The advcrtiscr and advcrtisemcnt disser,inator

of any rcgularcd product, and if the subjcct is

promotion, the distributor or anothd person

who causcd the distribution of any

promotional materials which includcs

medicine and mcdical device promotion ag€nt,

shall have joint and s€v€ral rcsponsibilities
with rcgard to compliance wth ahis

pmclamation and other applicablc laws.

4/ lnfrnt'formula may not b.e advertised through
I

any advcrtisement dissemination me3ns

except for thc labeling on the product.

59. Medicine and medlcal device advertisine and

Dromotion

U Unless subject to exceptions defined under a

direaivc issucd by thc exccutivc organ, it

shall be illcaal to adv€iise any medicine

through a means of advertisement

dissemination.

. 2y Any direct advcrtisement or promotion made

in-person to a health professional shall be

through a medicine or medical device

promotcr who is duly authorized by the

executive olgan.

3/ Unless it falls under the maximum allowable

gift or giving as defined by a dircGlive

issucd to implement this proelamatiott it

shall be prohibited to offer or give, directly

or indirectly, any financial, in-kind or

comparablc b€nefit to a health profaxional

in rclation to promotion to h€al0l

professionals.
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4/ n shall be illegsl

medical deviccs

institution unless

organ grants

advcrtisement.

to adverlise

or promote within hc

$c appropriae execu

permission to

60. Alcoholic drirk rdv€rtisins rnd Dromotio

l/ Any advertisement of an alcoholic pro

shall contain a waming as appropriat

writing or sound, lhat it is illcgal to sell

a person under the age of 18.

Z lt shall be pohibited to dircctly or indin

advcrtise alcoholic drinks in places ofpt

gathcring and sporting; street, condomir

and other places by unreasonabty decrca

the size ofth€ waming.

3/ Any manufacturcr, importer or distributt

alcoholic drinks whose volume is morc

l0% shall not dircctly or indirectly spo

public and govcrnmcnt holiday, exhibi

sports cvent, school cvent and other t€l

youth-center€d cvcnts.

,V advertising any alcoholic drink through b

is prohibited. This restriction shall

applicable on any direct or ind

advcrtisement 6at connects a brand n

emblcm, trddcrnark, logo, organizat

embalm, or any other distinctive featu

alcohol product with non-alco

products, servicca' or mafrcrs
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drink by associating it with any lottsry

system or lhrough billboard. Details shall be

determined by rcgulation or directive issucd

to implement this proclomation.

d Additional rcstriction regarding the timg

placg and manner of alcohol advertisement

and promotion may be d*crmined by a

rcgulation issucd to implement this

pmdamation.

61. Tobacco oroductr advertisins. oromotlon.
and sponso|thlp

' I/ Unless it is lcgitimat€ cxprcsion as defined
' by a dircctivc issued to implemcnt this

proclamation, all dircct or indircct tobacco

products advertising, promotion or

sponsorship shall bc prohibited.

Z Without ptjudicc to subarticle (l) of this

articlc, no pcrson may

a) initiatc 8ny tobacco producls

advcrtising, promotion, or

sponsorship;

b) produoc, publish, distributg or mako

accessiblc any tobacco products

advertising, promotion, or

sponsorship contgnq or

a) engrgc or. porticipate in any tobacoo

producb bdv€rtisin& promotion, or

sponsorshlp as media or event

organizcr, cclebrity or other

participsnt, as a recipient of any

sponsorshlp contribution, or as on

intermcdiary thst facilitatG any such

contribution.
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products Bhop6

placcd bchind or rmdcr thc countcr so thd l

any cusiomer nsy not dittc{y grasp or scc;

thc product.

62.BrsllDlllq
Without prejudice to other prohibitions defincd i

undcr this proclam*ion eird other appropriarc,

laws, thc following acts uc Fohibitcd: ,

l/ The doing of anY aa whidt causes r;

rcgulated producl to be qduhcrate4"

misbnnded, couderfcltcd' and substandardi I

2/ poisoning a food by mixing any slbstanccj

that is dclaerious to human,hcalth; 
.

3/ Thc tnding of or bmvigion . to dre . public ofl

8ny adulterated, substandard' . misbrandc4 i

and counterfeit Pmducti

4/ Thc rcceip to tndc a rcgularcd product thd:

is adr|ltcrated, sub'standard''rnisbrode4

countcdcit, and the dclivery or proffered;

dclivery thcreoffor pay or othdn visc;

5/ Thc rcfirsat or obslnrction of inspection and'

rclatcd activitics rs authorizcd undcr this'

proclarmtion;

6/ Mobile salo of mcdicincs and medicali

doviccg; and

7 Muccing tradc in regulatcd producB in

conravcntioo lo rcSulations" directives oc

other laws isstrcd m implancnt this

proclamation.
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FART SEVEN

oErNsPEqroRS

63. Fower and roePonslbilitica

An inspector of the executivc organ or regional

heatrh regplalor, subje6l to the powcr and

responsibilitics of the agency where he worts'

shall have tlrc Powcr and duti€s to:

l/ cnt:r, during wor*ing hours, in any licensed

institution which holds any regulated product

and conduc't investigation and order its

temporary clo$rc; otd€f a regulated product to

be kept s€?sratcly until laboratory result is

known; to detain and s€ize' or oder $c storage

wihout r€moval or slteration of, any product or

another thing r€l8ted to the pmduct;

2/ lfthe insritution or plsce where the rcgulated

Droduct is held is not registered by the

cxecutivc otgan or tegional health regulator'

enter with a court order and takc legal

measuftS;

3/ to stop any vehiclc or other m€ans of

! sport in which the inspec'tor knows it

carries non'complying regulated products'

and oPen, search, takc sample of the

producq and detain or scize thc Product;

. ,f/ inspect regulsted Products and raw msterials

at ports ofentrY and exist;

5/ enter, insp€c{ rnd take legal m€asurcs'

without colrt order, into a licensed

institution during its off work hours and any

other placc if it held a r€gulat€d produc{s

which fre insPector has sufficient rcason to

believe thst it endangers public health and

the product or other cvidence is likely to

disappeat, be altered" or concealcd' and

notifr/ such action to a ncarby court of l8w;
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lo examine, dp€rt, Ot' t$t I
cquipmenl roolt metedrb, of iflythhg 6

I inspecror frdaonnbly believes ir used o

capable of tclng uscd fof ltticir radc in t
r€gulated produ€1;

7/ to cxamine and make copica ofor Rutr dl

docurattr, notcs, filos, includlng cleecud

files, or other Ecordd ahe lhcpett!

reasonably belicveg might co rl
infornution Jelevar to dacrminin

compliancc with tho hw; takc sanples 0

component of r produd, morsuttrn€fl0

. photograpbs, and video of a reguleta

product;

8/ to order laboratory cx.minstion thrcugh th

executive organ or rcgional health rcgulah

of any producl the insp€dor rrasonabt

believes might be aduhcrated, counterft,i,

noncompliant or odrenvise drngproos !
public health md, until the laboratory rEsul

is known, qusrantinc sudr itcrn! for r

. pcriod of time as &fined by rcgulatia

issued to implcment this pmclamation;

9/ inspeci thc proper dispocal of rcgutatd

producb when they expire or whcn they m

confirmcd io be unfit for use in accordanc

with this prwlamation; and

lU to cntcr my time in any public place when
lobacco smoking or rse is pmhibitcd, and

dudng working hour in any workplacg
public conveyance and odrer placcs whcn
tobocco smoking and use is prohibitd,
conducl insp€ctioff and take legal measurc.
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61. Reroonsibltitics o? insoectoE

Every inspector

l/ beforc conducting any inspection activity,

shall prcscnt his identification card or

- crcdentisl, and intmduce his identiry and

orgrnization, the reason for the visit and

legal power to enter and inspcct regulated

producas and institutions. I

Zshall recognize, coll€ct and present

admissible cvidence including sampte,

m€asur€menl a copy of a document,

photograph, video recording and a copy of
records !o support an appropriate legal

measurc on the institution.

3/ shall, while exercising his powe6 and

responsibilities, take due carc to act within

the legal limit, in accondance with applicable

laws rnd codes ofethics, and in a rcasonable

manner to achieve the purpose of this

proclamation.

4/ shall report to the executive organ or regional

health regulator any non-compliance knovm

to him with this proclamation and other laws

issued to implement the proclamation.

5/ shtll r€spcct orda$ fiom higher official and

discharge rcsponsibilities with thc nccessary

care, diligencg honesty, and timeliness,

6/ shall maintain the confidentiality of cvery

information and document hc gets due to his

rcsponsibility.

7/ shall obsewe new work procedurc that is

adopted by the cxecutive organ or regional

health regulatof and intended to implcment

its power and rcsponsibilitits efficicntly.

\-
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ADMTNISTRATIVN Mf,ASURE AND

PENALTY

65. Admilistt?tivc mees[r€s

l/ Where a regulated pro lucr or a holder of

certificate of registration, certificate 0

compctencc or other license is found i

any way to be in violation of di

proclamation or other applicable laws' tl

cxecutive organ or regional hcall

regulator shall take, dcpcnding on 0

severity of the non-compliance, onc t

more of thc administralive measun

dcfined under this anicle.

2/ A warning letter may bc issued to sq

person who unintentionslly violatcs 0r

provision of this proclsmation or othcr It

issued to implement this proclamation fr

thc first timc, 8nd {|e non-comPlim

does not cause any hsrm to human hcd0

bodY, or lifc.

. 3/ lf the non'compliance commitied by !t
regulated pcrson would cause minor ham

as defined by a dircc'tive to implemcnt di

proclamation, its t€gistration certilicd

certificatc of comp€tcnce, or other licqr

may be suspended' and it may be rerokl

if the violation would causc major harm t

human health' bodyPr lifc''

4/ Wherc any rcgulated Foduct is susp€cu

'to violatc applicable Equil€ments a

ther€ exist a reasonable ground to dotl

the non-compliancg it may be detainr

until laboratory or other examination i

prfotmed on the ssmPle.
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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

retumed to its country of origin at the

owner's cost,

6/ Notwithstanding to sub-article (5) of this

article, the product in appropriate

"ir"u.rtancer, 
m"y be detained at owner's

expense until such time if relabeling,

repackaging, or similar other cotrective

measures would place the product in

compliance with this proclamation.

7/ where a regulated Product is in

contravention ofapplicable laws and' the us€

or exposure to this product will haye adverse

health consequences or would result in death

the responsible person shall be ordered to

recall their marketed products and to

immediatclY ceas€ distribution.

8/ The impoi.t 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 ffiminally convicted due

to act that is directly related to works in

regulated products or services under this

proclamation, the executive organ or

regioml health regulator may debar such

person fiom engaging in such works.

l0/ The executive organ anil regional health

regulator, in accordance with a regulation

issued to implement this proclamation or

other appropriate law, may take a civil

p;nalty independsir-tly or together with

another administratiVi measure'
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66. Compialni on adnnifiistmtive m€asure -

l/ A complaint - irandling organ shall I

established by the execuiive organ t

regional health regulator to hand

complaints when a rrrgulated person w|I

believes that any administrative measur

that was taken on its pmduc! instiaution (

itself, or ihe denial of a legitimate servic

under this proclamation inappropriate, ft

proportional or illegal.

2/ The complainant shall have the right to b

heard by the complaint handling orgr

establish€d in accordance with this artick

and may lodge a written complaint, pmft

evidence, respond to answer, and requc

copy ofdecision.

3/ Any complaint to be made in accordance wid

this article shall be lodged within 30 workiq

days from th€ date of final decision by th

pfocess owner of the executive organ q

regional health regulator or from the date d

confirmalion of the decision by the higlu

official of rjrc executivc organ or regiond

health regulator. The complaint, however, mat

be dircctly brought before the complain

handling organ, if the higher otncial of dx

., executive organ or regional heahh regulatd

doesn't d€cide it within 5 worting days.

4/ The complaint handling organ that receivd

a complaint in accordance with subartich

(l) of this article shall render is decision

within 60 working days from the date il

rereives a complete complaint'

5/ A frnal decision rendered by the mmplairr

handling organ in accordance with this

article may be appealed to the appropriah

cal2 - fila'i!,

al

el
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67. Penaltv
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l/ Any pe6on who, by sub-standardizing

misbnnding or counterfeitiog a rcgulatcd

producL manufrclures, impo4 storg

wholesale or sell it in retail; or povide or

distributc for use by the public shall be

punishablc by simple imprisonment for not

exceeding lhree yean and a fine not

exoeoding Bin two hundred thousand. lf the

product's dcFct uould cause grsvc harm to

human health or life, he shall be punishablc

by imprisonmentlnot exceeding sevcn years

' and a fine not excoeding Bin five hundred

thousand.

2l lf, due io the sction decribed under sub.

article (l) ofthis articlc,

a) haim is caused on the body or health of
any pcrson, hc shall be punishablc by

imprisormcnt ftom sevcn years to fiftcen

yeani, and a fine from Bin twcnty

thoBand to Bin three hundred thousand.

b) any pcrson dicd, he shall be punishabte by

imprisonment from ten yeaB to twenty

years, and s fine from Birr thirty

thousand io Bin four hundred thousand,

3/ lf thc pcrson commiG the crimc dcscribcd

under sub-articlc (l) and (2) of this article

negligently, he shall be punished by

imprisonmcnt for not orceeding three ycars

rnd with finc not cxceeding Bin fifty

thousand.

ry Any person who, without a registratioll

marketing authorization, c€rtificatc of
@mpctencc ol other authorization as

requircd undcr this proclamation and other

il

al
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or using a falsified document, manufacturcs,

impo( storg wholesale br sale it iD retail:

or provide or distribute for use by the pubtic,

shall have its prcduct confiscated and bc

punishablc by imprisonment from three

years to five ycars and with a fine fmm

Bin five thousand to Bin onc hundred

thousand. lf the crime provided under sub_

article (l) and (2) of this article is

commined without a cenificate of
competencc or using a falsified documcnr

the penalty of this article shall bc

additionally applicabte.

5/ Any person who has a registration cenificare

markcting authorization, c€nificatc of

compctcncc or other liccnse undcr this

proclarnatiot and other law issucd to

implemat this iroclamation 8nd trarrsfcs

the sat[e to a thi]d person, or anyone who

rcceived such document illegitimatc! shall

be punishable by imprisonment fiom onc

ycar to five years 8nd with a finc from Bin
ten thousand to Birr onc hundrcd thousand.

d Any person who, in ury way, prerrents or

impedes dre wqrk of inspcttor as assigncd

under this Foclamation, or in any rury

obstrud inspostors from getting evidence or

hide or conceal such evidcnce from

inspecton, givc fatse statcment or

documens during their work, or anempts to

do the prcceding acrs shall be punishablc

with imprisonment from 9ne year to five

years. If it causes harm to the person, body,

oe+4. otr A,^ law
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this proclamation and who is on duty sha

bc punishable by imprisonment from three

ycars to fiftccn ye8rs,

7/ Any person who salcs medicine, medical

device or relatcd pmducts without having

the necessary qualification, or causes the

sale or offer for sale of such product by

unqualified pcrson shall be punishable fmm

threc years to sevcn ycars and a fine from

Birr rcn thousand to Bin one hundred

. thousand.

E/ Any person who prcscribes, sales, dispcnses,

or giVes medicinc without prescription or

with unauthorized prescription in

contravdntion to this proclamation and other

lawp issued to implement this proclamation

shall be punishable by imprisonngnt from

one y€ar to five ycars, and with fine from

Bin five thousand to Bin fifty thousand.

9/ Any inspecror who, in relation to his

autftority under this proclamation,

a) inientionally frils to report substantive

facts, eviderice, or inspecrion findings to

the executive organ or rcgional health

rcgulator, and as a resulg a person's

health or body is harmed, shall be

punishable with imprisonmcnt from one

year to thrEe years and with a fine.

b) made false r€port Insp€ction findilgs b
the exccutirr'e organ or reglonal health

rcgulalor, or did not take the appmpriatc

mcasurc in a circuinstance that

gurrant€ca administrstive measur€, of

unjustifiably took a minor measure that is

not proportlonal to the magnitudc of fte

noncompliance shall bc punishablc with

imprisonment frlm on€ year to three year

r
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fihe frdm

Birr twenty thousand;

c) wherc the crime dcfincd under this sub-

article (a) and (b) is commiti€d

negligently, it shall bc punishablc by

imprisonment from six months to om

year.

d) where the inspecror undcr (a) and (b) of

this sub article commits thc crimc with

the intention to bcncfit himsclf or

another person, the appropriatc anti'

conuption provision shdl b€

applicable-

l0/ Any person who contravencs the

provision that requircs health

examination and hcolth ccrtificarc of

ernployees having dircct contact wilfr

food preparation shall be punishablc by

impdsonment no! lcss lhrcc months

and with a finc fiom Bin tw€tltY

thorsand to Bin fifry thousand.

ll/ Any regulated person who, dircctly or

indirectly, give, offer to givc, or Promfuc

any financial, in-kind, or any gifr to 6ny

hcalth profcssional with thc int€nt to

cause thc health professional to prcscribe

medicing medical dcvicl, or rclstcd

product shall bc Punislrablc wi0t

imprisonment from thrcc ycsrs to swcn

years and a finc from Bin tcn ihousand

!o Birr two hundrsd hottsand.

lZ Any pcrson who condu$s mobilc iale of

medicine, mcdical dcvices, or rclatcd

.i
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products 6ntravention to this

proclamation or other laws issued to

implem€nt this proclamation shall be

punishable with imprisonment from one

year to five years and a fine from Bin ten

thousand to Birr one hundred thousrnd'

l3l Any person who, with the intent to

materially profit himself or another person'

gives or cause another person to give blood

shall be Punishable bY simPle

imprisonment not exceeding thfce years

and with a fine not exceeding Birr lifty

thousand. lfthe person commits this act as

' his daily engagemcnt and benelit out of

other peoples nced, shall be punishable bv

imPrisonment from three Year3 to rcn

Years, and with a. fine from Bir ten

thousand to Bin onL hundred thousand'

l4l Any person who violates the provision

regarding blood and blood products and

sub-standardizes the collection' testing

processin!; screening, Pooling and

irradiation of blood and blood products

shall be punishable with imprisonment

. not excceding one year and a fine from

Birr twenty thousand to fifty lhousand'

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

protocoli use investigational medicine or

medical device without authorization by

the executive organ; or give
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unauthorized in-kind or c.ther

comparable gifu to anY Person to

Participate in the.clinical study shall be

punishable with imPrisonment from one

year to rcn Years ard a fine from Bin

twenty thousand to Birr one hundred

thousand.

ld Any manufacturer, importer' exporter' oI

wholesaler with a registration certificate'

with the exception of a person having

one-time purchase Permit' that sells

medicine to unllcensed 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'

l7l Any person who lails to report to the

executive organ or regional health

r€gulator any adve$c event caused by

medicine, medical devise' or other product

as requircd under the law; fails to make

periodic report; or falsify' conceal'

deceive, or perform related activities in the

report shall be punishable with simple

imprisonment with not lcss than tbree

months aod a fine from BiIr ten thousand

to Bin fiftY thousard'
-..\

l8/ Any person who cdhravenes the provisions

of this proclamation iegarding prohibition

or limitations on advertising promotion

and sponsorship aclivities shall b(

punishable by imprisonment for not les:

than three months and a fine from Bir

thirtY thousand to Birr one hundre

thousand.

19/ Any person rvho prepares' publishe

transmits, or in any way Participates i

illegal or unartthorized advertisemel

?,f n+.tot iY
A2&.4.rq. 0[a

i,'
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proclomation and other law issued to

implement $is proclamation shall be

punishable by simple imPrisonment not

exce€ding three years and with finc not

less than Bir fiftY thousand'

20 Any person who sell tobacco pmducts in

prohibited Places where tobacco

smoke. use' or sell is Prohibitcd shall

be Punishabte with simPle

' imPrisonment not exceending six

months and a fine not exceeding Bin

fiv€ thousand. Any person who smokes

or use tobacco products in prohibited

f,laces shall be punishable with a finc

not excecding Bifi one thousand'

2ll AnY Person who sale slcohol in

prohibited ptaces shall bG punishable

with simple imprisonment not less than

six months or a fine oot exceeding

. Birr five thousand'

221 Any per*n in charge of public places'

workPlaces, and conveYanccs who

violated the requir€ment to post th€ "nG

smoking" notice along with its

corresponding sign, or failed to take the

rcquired measures when smoking or

tobacco use occuned in violation of the

law shall be Punishable with

imprisonmcnt noi less than thrce months

and. with fine from Birr one thousand to

Birr ien thoLsand.
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Fod..rl iLerrn ftrld. o.rczt'nohutt rotg ptgt;lo

wholesalc, {iisrributes' stotts' or m any

wry sal€s bbacco product with prohibitcd

ingr€dicn! any bbacto Product which is

illicil shishq or elcctronic nicotinc

dclivery systcm or oth€r rtlstcd cigarctle

rcscmbling tcchnotos/ ptoduct shall be

punishable by simplc imPrigortm'nt from

thrcc months to lhrcc YcaB' and a fine

from Bin onc housand to two hundr€d

thousand.

24l Any pcrson, wto sellg fumislres' ot in

anYwsys givcs tob8cco Produd or

alcoholic produci 
'o 

I person undcr $c agc

of2l shall bc punishablc by imprisonmcnt

for not lcss than threc monrhs, or by I finc

from Birr one thousand to thrcc thousand'

2A

Any tobacco manufacturcr, imPorter'

wholcsaler, or distributox who violates

thc provisions rcquiring disclosure of

tobacco Ptoduct contcnt' fumishing of

rclatcd information to th€ cxccutivc

organ, and the provision whidr rcstricts

tobacco industry intcrfcrence shall be

punishable with imPrisonmcot fron

onc ycai to threc Years' and finc no

lcss than Bin fiftY thousand'

When anY crime defined under thi

proclsmatiofl is commited bY a lcgr

cntity, thc court maY as sPProFdat'

may order $c closur€, stsPcnsion' c

dissolving of the cntitY.

251
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3/ Every person has a is:tued n

accordance with this Proclrmation shall keep ati(

giye r report, upon fequest, to the executive dfgal

or regional h€alth rcgularor 8ll records about th(

medicines it manufactured, trported, distributed, ol

sold.

70. Repesl and Inaoollcable laws

l/ With respeca to matters prcvided for by this

Proclamation, Proclamation No. 66 l/2009

is hercby repealed.

2/ Articlc 8(5) of Proclamstion No. 259n0l2 is

hereby rcpealed.

3/ No law, regulation, directive or praclice shall

in so far as it is inconsistent with this

proolamation, bc applicable wirh r6pect to

matters provided for by this proclamation.

71. Power ao issue implemertins hws

I / The Council of Ministcrs may issue rcgulations

nccessary for thc implemcntatiofl of this

Proclarnation.

2/ Thc executive organ may issuc dircaives

necessary for the implementation of this

proclamation and regulations issued

pursuant ao subarticlc (l) ofrhis Afticle.

72. Transferrcd powcr snd r€sponsibiliaics

l/ Regulatory functions under Articles 3(2) (c),

3(2) (a), a<4, a(9, 46 urd 47 of Pmclamarion

No. 661/2009 wfiich deals witt rcgisrration and

licensing of insufficicntly arraitable health

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

institution, and prof€ssional and premise licensc

for traditional medicine and alternative and

complement D, medicine shall be performed by

rqJiondl health regulators.
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PART NINE

MISCELLANEOUS .

68. Hendlinq end dlsDocrl oforoducts

l/ The handling of any rcgulated product 'rndcr

this pmclsmation and that is expired'

unusable, or unfit for use for any reason

shetl not be in a manner that could

cofltaminate other Ptoduc-ts'

2l/ Any produci that is segrcgated in accordancc

with sub'articlc (l) of this article shall be

disposed with duc carc to the heahh of

human, animal and the cnvironm€n! 8nd the

cost shall bc covered by its owner or rnother

apProPriste Pcrson' ,

3/ The executive organ or rcgional health

l€gul8tor, upon request by the aPproPriste

person, shall givc the necessary information

regarding Products disPosed of in

accordance with this Provision'

69. tnfonnrtion hlndlins

17 Every manufactus, importer' distrihtor' or

rctailer of a regulated prcdust undcr this

proclamation shall h8ve a system that enablcs to

show the condition and pmcess of its

. distribnion chain until it reaches the end

con:irumcf.

2/ Every manufasturer, importcr' or distributor of 8

t€gulated Product under this proclamation shall

have the responsibility to handle'. rePo4 and

furnish, upon rcqucst' to the €xecutive otBan or

regional health rcgulator any information

rtgprding thc quality, saftty' effeciivcness of

thc product, and othcr daed macers'

5f,. Ala"aF+ n nrneo'4_2c+_t
ho21A
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4(14), and 4(15) of Proclamation No 66l12009

which deals with quarantine and regulation of

communicable disease at ports of entry and

exits shall be performed by the Ethiopian Public

Health Institute.

3/ Regulatory functions under Articles 3(2X0'

3(2Xh), and 4(21) of Proclamation No'

661/2009 which deals with enforcement of

hygiene and environmental health requirements

by federal govemment owned health-related

controllable instititions and trans'regional

health+elated institutions shall be performed by

the Ministry.

4/ The Ministry shall monitor 
"o"tpllan"" 

*ith

legal requirements by health institutions owned

by the federal govemment'

5/ Articles 45 of Proclamation No' 6612009 which

deals with registration of traditional medicine

and altemative and comPtementary medicine

shall be carried out by the executive organ'

73. Provisiorsl clsuse

The Health Professional Ethics committee

established by the Council of Ministers Regulation

No. 29912013 shall remain operational until such

time another body is established by law to take

over is responsibility, and r€gulatory functions

und€r Articles 3(2Xd) and 4(16) of Proclamation

No. 661/2009 which deals with registraiion and

ticensing of altemativ€ and complementary

medicine pfttctitionen and othcr health

professionals coming from abroad shall be

perform€d bY the Ministry'
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l/This Proclam*ion shall cnter into fbrce on the

dat€ ofpublicdtion in the Federdl Ncga t Clzette.

2/ Notwithstandlhg to sub-rniclc ( l) of this articl€,

anicle 53 (3), (5) md (7) of this proclamation

requiring labeling of mcdiclnc and mcdlcal

device to be In Amhulc rnd Engll6h. rcquhlng

barcode and placing of rctail ptlcc rcquirrlnent

shall comc into effect ai the elghtccnth month

from the datc ofadoptioo ofthis proclamation.

3/ Notwithstanding to sub"gdicl€ (l) of lhis onicle.

article 57 sob-a.ticles (l-3) rcgardlng health

waming and packaging on tobrcco productg shall

come into cffcct at the twelve mooah ftom dr€

date of adoption of this pmclsmalion.

4/ Noawithstanding to subanicle (l) of this

anicl€, article 55 of this proclamation

' rcquiring health waming on alcohol products

shall come into cff€ct after six nonths, and

articte 60 banning the advbrtiscment ofalcohol

through broadcast and billboard shall come

into effect afler three monfts from the date

of adoption ofthis proclamation the 5h day

of Februray 2019.

Dane at Addis Ababa on this 28'" day'of Fcbruray 20 | 9

SAHLEWORK ZEWDE

PRESIDENT OF THE FEDERAL DEMOCRATIC

REPUBLIC OF ETHIOPIA

EA.


