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A PROCLAMATION TO PROVIDE FOR 
FOOD AND MEQICIN}l ADMINISTBA 110N 

WHEREAS. it is necessary 10 prevent llld 

control the public's he.llh li'om health hazards 

caused by unsafe food; 
.,..f.IIJ"'C 11.11~111. 11-.f)-1 
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1. ').11,1)-,. 1.~ ,..;· ..,.111.;1•.,).., 'IA-t-l.?1m control the public's health li'om unSafe, 
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9"tJ')/t 11~ '\.t t"t'-C/1') incffiCOA:ious and poor quality medicine, and WIS8fe 
@(llneft'ectivc medical device; 

till.~ l--Ie •hllhA M .....,..,C M~"''l. l1'r 

n--Il' -lot 

t'i'CM:h'i tll~+c''Ch .,..l:':l>'L+:f~ MILII WHEJU:AS. it Is ne<;eSS8I)' 1o p~vent md 

rc+:Y. 1\.,rtt t"t11A'71\.. 1'1"6hCI\C contn>l the illegal distribution and use of narcotic 

~"ttah-:f') .t.'NII'P P'C"L"-l-'i ~mJ'+r •h"'hA 'i clnJ&s, psychotropic subslanoes. and preaunor 
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Wllf.REAS. it is ~ to iDJiall a 

reauliiOIY scheme compalible with the countJy's 

cxpllldina indusuy-ond ~ sec:Wr; 

WHEREAS. it is roec:esS8I)' to prevcru and 

c;anuol the public's he.lth 1i'om the devaslalin& 
he.lth, aoclal.. Uld economic consequcoces of 

tobKcG product; 
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r. +c~"" 
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-til,.,~ f. MilD' 1"'"1-fl ~ + f"?.aJ-A ~ 7C 1\11' ') 

'lflf '\J', f'fft CDJ',I"' ft~-flt::-tl\11 MA "ltl•:t­

f+t::O 61\"'f:t-t f6K"'f:t- a~-m.+ M"' fA 1M 

-t'I'K"'- I fl"'"l-11 ~ID'l 61-;)1 1\AI>A CDJ',I"' 

ft.'\ ODffl 'I' M" 1"''7-fl ft "71"' l :,0 CD J', I"' 

I\"'' hi"' f"?.ID' A "7 ') lj'l CD-11"' 

f"'/.ftr++ tl''f DD~;)),:,0')t 

oumfl<l:J'') M" :t-1"'111.1'1 }lJ>tr++I"'I 

f/ "fl"'"l-fl ')"} j>: -tltl"'" "''ll:,. 9"'7-fl') 

'J'\"7 "'19"l:t-l ou'\hl "7floo"):,0t "''h<f.LA1 

fl:fC7C'toui'I''J' CDf.l"' A 1~1'1 "7i'l''7 o\J'. 

f-tl\"76- -tltl"' ~61-1 

Cl "f9"'7-fl ·r-ltl"'" "71'1·-,. f9"'711 1'7r: -tlt9"'i" 

ft.'\ h')"'j>: 'J'\"7 ID'"l" 9"'711'} fl•l"ilff 

DD')7j>; fiAC ~:J· CDJ'.9" fiMA '71\"·l- OD{IAj. 

r:c~·l· flit"?.~+ il~ill·MO· f"?.+Cil -tlt9" 

~61-i 

WHEREA, 1 • 

k that enables to establish a COOrdin..... 
Jegnl frameWOf • • -._ 

. . medical devtee, cosmetiCS ..., 
food. medtcme, • .... 

od cts regulatOIY syst~m; and 
tobacco pr u • 

W THEREFORE, tn accordance ~ 
NO • 

Article 55( I) of the Constitution of the Fec~ert 
. Republic of Ethiopia, it is .......,_ Democrattc ··-""1 

proclaimed as follow: 

1. Short Title 

PART ONE 

GENERAL 

This proclamation may be cited as the "FOOd 

and Medicine Administration Proclamllioa 

11 )2/2019" No. 

z. Definitions 
In this Proclamation, unless the COtlteta 

otherwise requires: 

11 "food" means any substance, wbccher 

processed or semi-processed, which is 

intended for human consumption. and 

include$ plants, and plant_ and animal 

produ~ placed on the market or offered fer 

use by the public; salt, water, alcohol or 

other drink, and any substance which has 

been used in the manufacture or treatment of 

food but does not include medicine, 

cosmetic, and tobacco products; 

21 "food trade establishment" means an 

institution involved in the manufacture, 

,export, impon, wholesale, retail sale, or 

repacking of any food for profit; 

3/ "food establishment" mean any food trade 

establishment and other humanitarian and 

service provision institutions that provide 

food for public consumption on a regular 

and non-profit basis; 



Scanned with CamScanner

--------........... ----------
11t UUII u.u. t.s~+o .,., ... 

• 

'PC •• flit+ tl ., ll.tf , ,,. 

II .,,."fit ~U')H·· "71\-l-
,..,il') 0+11l.co­

_.,,~ o.,,.~+~ O•nh 0"7h"7:f-l-1 

0"7=l=l11 ,.,..,. 1\+m:J><t 0"7~~il 'l.~·l­
,..,11' ~m.'i ·Nl"7<t A'>~lf~ f"7.~;11TII•l­
Mt.c .,,.., 

if .,..,ofl ..,.L1'lC" "7M· ,.?il') M•llll\~ 'tf.H 
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A~"t ""' £~'\ Ulltt·l- -M~ rr?il 
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DDWlT 04-iltlj f"'tJI.;J~ ,..,il ~CJiol 
'/,/ "fUll') 'r?il" "71\-l- ~?llil 111\m: l:t)f oaw~+ 

hA '>M-T , lllf.r b~'P+ ·H'~}I • 04-iltlt 

f"t-~·+ Mil lf'i' Al:"lllfCDo hi IIIC Mh 
~ 'toe-} tur). . Ul\tJ.'j· ,..,ilH• 04-'flt~ l.d 
f"tli,.:J~ )CDol ' '• 

II ..,'l.f' 'Mil" "71\-l- .,,~CJ)o.,. I'DDI.O~ 

~-.''1-fii")T~ Mil ~1\_,-l- l\"7'lt\-l- 1\t'IA 

l'"'tli.;J~ ,.,,.~ 'r?il 1111-r 01\CDoH 

+LTf!"M! Mt.C 1\f. CDotn.ol- 11\:fCDo 

fii f..:J-1. .,; ., bl: ') ,. ,. .,. {\,flo 'f ,,.~ 'r1f!"'f 

.... ' 

mmt\ 111/.r OtrJr t. f"t 1'V-O-l-'f n.t-11)1\~ 

-m') A ').11.1111'11: ;1-fl(l Olj'f(l.l\ 1 OA ')hill\ I 

04--trl OL"Ih Omil:J' 111/.r · 011.1\ 

.,._""" o-~.:1' f"tli.;J_l: r?il ~CJ)o' · 
fJI ·-t:~t+• "71\-l- fi\CDo') 0'/I.:J-• H'IIJ . 111/.r 

m. .,~ J'l\lf'r t.ttl\'t (11/.r Mre M t)ol:J' 

(ll/..,. Tll"fr rAhof:f') "--c-c• 
l\"7hr• fl"7fi:J-111 , (11/.r 1\.,.M hl\ I fi\ID'') 
~•we m/.'1" M!l"'e111! M t.c nmM DDAf~· 
fl "7ttTIJhA 1 (Ill: ., ntn-l· "--M (II,..,-
1\..,lflf l\ I (11/.'/" h!l"''"lil 011-t-+C fi\CJ~oFI•') -.,:to c (II 1..,. .,., 'i' CDo.,.,. r IICDo H ·., .,. L Te M! 
-t?IJC Om:J>"'l. DDl\~ 1\UDI\111'1' f"'l.cD-l\ 
""~ CJio'r • ;,. ~ • .,,c (II,...,. n,. t. . ., 'le:f ID'V 1: 

L tf<j 1\'rllO 'rC.,.:f Tt. bt'rT f"tcD-l\ 
..,')~CJio')'r ')1'~·'r'IC f .!IJ'Ml\ I 

41 ~rood 11fcty" means the oonditions and 

practices that preserved food is fit for 

hiunan consumption during manufacturing. 

handling, storage, or transport; 

Sf "irradiation" means a deliberate exposure of 

·rood to ionizing r1odlation; 

6/ "infant fonnula" means industrially . . 
fonnulated food to satisfy the normal 

nutritional requirements of infants up to six 

months of age; 
\ 

7( "follow·up fonnula" means a food product of 

animal or vegetable origin and induslrially 
• 

formulated in accordance with the . 
. ~ ,appropriate standard for feeding Infants and 

young children from six months up to three 

years of age; 

81 "food supplement~ means a c:Oncen11'81ed source 

of villmin, mineral or othtt subslaoce with 

nutritional or physiological effect, alone or in 
• 

c:ombinalion prepared in a dosage form and 

intended to supplement the nonnal die~; 

I ! 

I 

.. . .I ' . . 
9/ "medicine" means any substance or mixture 

of substance used in the diagnosis, 
treatment, mitigation or prevention of 
human disease, disorder, abnonnal physical 

·· or mental state, or the s)111pto!ll$ l!!mof; 
used in restoring, correcting or beneficial 
modification of organic or mental functions 

• :· '"in human; or articles other than food, 
• intended to affect the structure or anY. 

function of the body of buman and it 
includes articles intended for use as a 
component of any of the libove specified 

t ,· t• articles; ' .. 
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oo~;)).•} J'tn:J>A"A I 

'!.1~1 "m.l.&- hon'Jat. DDJ:';)).·l-" '"ltH rlta>-'} 

R7i :J• II ODODC onC (JI f. 'I" (\'"Ill 'I" f"YJP-A 

h'JX'IIJJ.'I" hltJ' 0<\f. I'll'~ 6--'I.N.~&b"f,J:­

J'lt~& OD,t:-;)). ·l- lf'i' UI>J:';)).•l- (\uofl6-•l­

f'"l.f1lt'7A 4Q.I.6- hoa'JQ~, fAll'~ m-U.t:­

""1A 1J' M' 6-.t:'l"\l~"f·X' hon'J~ 'J 

.f'm:J'A"AI 

Hi/ "Tt.hCt'IC h."tlJA" '"11\ ·l- IH·IIfl~··l-
ao'J"'F:J"l- RmiiJID' >,<; ~·}l"k J' 
IJ0'-4-':fm- l''i'CI•th >.'1 f..,f,lt•}C''I;II 
ouJ:-:»:H· 111·(1J1' 'J"'.t:-. 411'1'C fll"'li"H 
"""'/.·} 41'1'1'C f"Y.'-I."'R·l- ')1'1.·~1C 
m/!.ll" I''J1'1.·~1C'l· m-tiJ:- 1\.11'1 RML11"7. 
ftiJfl· >.'J'- Tt.hCfiC IL'"I.IIA 1'·1'""'-R'J 
IL"tlJA f,4Q.li"&-A I 

'f.f;l "ftmJ:';)\·l· "?ll'lf"' '"11\-l· far>oJ' L:J'J:- IJI\m­

fiJhll"'i' IJI\ar>o.f' •NtG: A'i' •1-LC,- MLll"''. 

"''II· I)(Dti)ID' DD(ILC•l· ODW/..'1- ·1-of>IJ.M-l­

IJI\CI>' IIJt.++ mJ.r fh.ll.h-l·C'\h ..,,.,r 
OD"f(,J' h"?IJ'fH· 1''"1.1'11' +>.•Ill )ID'I 

I 0/"pharmacy profesJional" • 
phar"'lacisl, druggi\1, or ~ 

technician licensed by the appropriate hea!e~~ 

professional regulatory organ; 

Ill "naicotic drugs" means a medicine subjeu 

to control in accordance with the 

Convention issued by United Nations anc1 

ratified by Ethiopia and include a drug that 

is categori~ as narcotic drug by tht 

executive Of83.n; 

12/ "psychotropic substance~ means anJ 

substance subject to control in accordance 

with the Convention issued by United 

Nations and ratified by Ethiopia and 

include a drug that is cate~orized as 

psychotropic substance by the executive 

organ; 

13/ "radiophannaceuticals" means a medicine 

which has one or more radionuclide 

substance used in the diagnosis and 

treatment of human disease and includes 

non radioactive reagent kit used for a 

preparation of medicine and radionuclide 

generator. 

14/ "precursor chemical" means any substance 

or mixture of substances subject to control 

in accordance with the Convention issued by 

the United Nations and ratified by Elhiopim 

and include a substance that is categorized 

as pm:ursor chemical by the exta~tive 

organ; 

I Sl "prescription" means a paper or ele<:tronic 

order for medicine that meers requirements 

set by the executive organ, and written and 

signed by a duly licensed medical 

professional; 
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rr.t O•Nrhfl'i' ~!l"t.=!i A'Jt.otuu£•1' 

fi"Y(IUD(\1:\ ..,~lofJ ~11>'1 

ttl ·-hM" .,fiT fh'JI:'J !I"C·l- "111~·1- 11Jf,!l'" 

hofl~·l- tt-~c• 1'b•l:') 11Jf,!l'" 

1''Jitt.a>o'} tiUDof'HI 11Jf,!l'" (ltJD~Ct 

'Af.;J•ID' H?f fl 11Jf.!l" fflflm U.ll.tf'} 

fl.,il_iiA rP/.5"' fll\,11 .,..,.. ...... ,. 'til., 

1\.IIA IJIJI: ~1C 11Jf,!l" f,ll•l- -~UDC 

11Jf,!l" f!I"C•I:'J f,JI•l- flfl.ll 11'l·~'IC 

_.,. ••• }' ~ID' i 

lt?il "DD6,1tL--Jt:;)'i."'•' "7M· 111\tJDI:~'i.'l· 
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tl\.1\111' ')1'l-)1C .LILIIII'e IJI.It/.1 f11'7~·l· 

5"'1t"'•o f,IJ"'·• 'l'b·l•o '1'1'1'- M' MIWl 

IJIJtl-l' O·l•~~~>fiM• "7~11-1• ffiiJ:fd>''l 

--u'i'?'l- 11Jf/l" ~t.Jf?'':f· , .. .,..,. 1\'i' 

flc11t·l: •I"+IJJ'.H 11\111' 1\)t: )IJJ' I 

Federal Ntprir o-tt No. 3911 .. Ft......,. 2019 • .. po .. IIIO) 

161 "raw materi~" means the basic materiel 

from which a regulated product is J'Mde; 

17/ "blood product" means a product prepared 

from human blood or liquid blood for 

medical purposes; 

18/ "blood" means include human blood, 

blood collected for transfusion or 

processed blood; 

19/ "counterfeiting" means a deliberate or 

fraudulent mislabeling of a product in 

respect of its identity and/or source 

including the packing material, 

identification or tradcmarl<, trade name, 

any special marie thereon of an authentic 

product and presenting such falsely 

labeled product as if it is manufacrured by 

the genu~ manufacturer; 

201 "adulteration" means adding any fore.ign 

substance or ingredient oc substituting the 

content of the product in whole or in per. 
by such ~her substance so as to increase 

its bulk or weight, or reduce its quality or 

strength, or make It appear better or of 

greater value than it is; 

21/ "phannacopcia.~ means a document accepted 

by the appropriate organ containing the 

particulars of medicine ~ion, physical 

aspects of medicine and non-medicinal 

substances, ptt0PC111Lional aspect, content, 

intensity and standards and criteria's to be 

fulfilled related to such particulars; 
" 
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llt\tt>-~·r tt>-"1." rlh. 'Jii. ·r r.' rm','l¥: rm{.JI; 

llm•l'ltn·l· (luorroc;rmC:• 1\unh;I••J•A ~>J',?" 

fl·t-1'1'"/"'lyl· 'l'l"'l f'"l.tn~?" tf'i m-U¥:'1 

fAh.·l· "'lt.:n..,P'1·• un<fo"lmt.f '1:1'11·• 
C))J',?" 

I'Uh?"'l 

fMA "111-·l· flur>'' fN·'f-m- ll.IJ''' fhJ~/1·} 
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app -.1us. implement. machine. appli~~tt, 

implant. rcogcnt for in vitro u<e. ~ft~ 

material or other similar or related arti~ 
and. their accessories, which does llot 

achieve its primary intended action by 

pharmacological. immunological or 

metabolic means. in or on the hulllln 

body. and intended by the manufacturer to 

be used. alone or in combina1ion, I.Jr 

medical purpose and includes d"i<t 

intended for related medical 05e 214 

con1rol of contraccplion: 

"in vitro medical dcviccn means a de\ict. 

whe1her used alone or in combinatio~ 

intended by che manufacturer for 1he in. 

vitro examination of specimens deri•ol 

from the human body solely or principally 

to provide informacion for diagposti~ 

moniloring or compa1ibility pu~ an.1 

includes reagents, calibra1ors. COIUio! 

ma1e.rials, specimen receptacles, softwm 

or related other aJticlcs: 

24/ "refurbished medical device" means a 

medical device whose service year is )'d 

to expire or has already expired and 

undergone the appropria1e renova1ion and 

effectiveness tescing for use in medical 

purpose; 

' 
251 "remanufactured medical device" melllS a 

medical device which is 1aken back to a 
manufaciUrer after usc by a h<>llh 
inslitution and rebuilt based on ch< 
effectiveness and safety specification or 
the original manufacturer: 



Scanned with CamScanner

nXI "fUhY"~ -.Itt-• "71'1·} 1.U1H A~ 
~'f'tr~·l-1 1\"7£: • .,11' 1\'lA -ht- 1\f • .fl\1 

oat_-~).·} IJif.?" fti),Y:~ U<J"f{,J' 1\.lr'lh•l-A 

f"t ":f·l\m-') .fA ·t-mll.,. '))( 'lilt 1\ "7w:,O • 

frm(lt-IJ.l.·}: "'t;J•(ll\f,11 ftml.£:*'1 A~ 

funum~ t'IU/,m-') fl"7a•+ ~~1.11 lllf't­

;Joii"7.P•":f· Ulf,?" 111\.fl•".'f· fTN· ·t-fi:I·J, 

M•".'f· 1\f, fil~·l- "7t.:n""'1 Y"r'lhc mt..,.·l­

fl11' IIlJA f."7.1.t.? <'IY:>'l'l! Tt;·r ~~~>' • 

t;U 'Ill' h..lt-~i 1'1 'Jr'l "76hA' "71\ ·'1- I.M ·l-

'JM·l- r-t.-~).·r1J?~_,....,. ,.,:.,,.,~:J·!'J:ID',. 

111.tn'l;J·:fm- f"'l.rm/lflll. unlft;!'J!CD- IITCO·l­

f"Y.l:J1Tfl·l- "7bhA 'liD' • 

'li~l "1\1-fll·Mofl t!L'i" f"t~~>'/.\ Ot.· ·l·tJJ',' "7tH 

Mm- tiL'i" hmllll+ T+Y" "'J', f"'L~~>'A 

:·l·ll.r. "} 1\uoiJI\hA 1 1\rm.f."lml: mf.Y" 

')1'£: ~1C wf.Y" f'JTl: ~1C ~~>'IJ.f: lf'i 

lUll.· ·t-flf, N·'lht. MIIC"} UIY,Y" 1\.t\ 

tmc'IA ,,.,~}"} f,IJ.l.Y" t-A. 

ni!l ."1'11>'11-l· -mn-tY rr.:t·· ..,,'1-l· 11"77i·h 

11"7•Mtill 11...,..,..,. II"Y:tl\1'1 fltm'J'(.·l·• 

IJuvCIJ.l.•l· IJ)Y,yo' ll·t-m•tltlf, t1D')1J:.' ll'lt\ 

IPY.Y" CII\11>-H h\:A 1\f. f"Y,1.(.'7 1'111>-~:t·:) 

fl"7~.1\•l-J /1"7(19'fll 1.Y""7tJ:j• 1\UIOIAUDI; 

tPf.'r fhiJA 'J :tCA''i' )\wt-~ ') tlf,.,. f.C: 

1A';l•') il"'"l'fC f"t~~>'A ?"C:t· ~'i fCJ>'II·l· 

'""tnll4!.1' 'I'C·l· Tt. b:.I'H f"t~~>-A ~1C: 

c\tJ'') . ft\CD-')1.6 " ....... S"':f·')• 117f:J•') 

1\ot>ht\hAl 1\0I>OI>(;ot>C:I 11"7hY" 111.1'·?" 

1\tn>I.Uit'l ;J·t'IIICD- T:tY" 1\f. f"Y.a~l\· 

i'"C:-r·l·'> ~'i 11"7')r,<o.-r !'Ia.- fl'la~H 

N-I.TC' +cA· tJJf.'l" f Mt-t: Y.1.·l · 1\Y. 

·I'A'b'i f"t,l''l.f:~ i'"C·H ·') hJ'ItH·'/"1 

: 

26/ Mclinical trial" means any systematic study 

on medicine or medical devices in 

volunteer human subjects in order to 

discover or verify the effects of, and/or 

identify any adverse reaction to the 

products, and or to study its absorption, 

distribution, metabolism, and excretion 

with the object of ascertaining their 

efficacy and safety; 

27/ "biocquivalcnce center" · means the center 

in which two types of medicine 

productions are ascertained by research as 

to their similarity of efficacy and safety; 

28/ "public heahh pesticide" means any 

substance or mixture of substances used to 

prevent, control or destroy pests to protect 

human health and includes pesticide­

treated mosquito net; 

29/ "cosmetic" means any article intended to be . 
used· by means of rubbing. pouring. 

steaming, sprinkl ing. spraying on or · 

otherwise applied to the human body or any 

part thereof for cleansing, beautifying. 

promoting attractiveness or altering the 

appearance and, any article intended for usc 

as component.of a cosmetic but such articles 

excludes laundry soaps, articles intended for 

the diagnosis, treatment, mitigation or 

prevention of h,uman disease, and products 

intended to affect the anatomy or of a 

physiological process of a human; 
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301 ''tobacco product" means a prOdua ~ 

or partly made of the leaf tobaeco . liS" material wluch are manufactured 

k. k' to~~e used for smo ·mg. sue mg, chew· •na. ._ 
snuffing; 

3 11 "tobacGo indusrry" mean 10~ 
manufacturer. importer or whoii:Siler, 

32/"tobacco product special regulatory license­
means a permit granted by the ~ 

organ or regional heahh regulator for 'e 
purpose of tobacco manufacturing,~ 

wholesale, or sell but this does n01 include 

a trade 1 icense; 

33/"electronic nicotine delivery system"lllellis 

an electronically operated PIOdiiCI 

designed to deliver an auosol to usen bJ 

heating a solution comprised of nicor~111 
and typically, but not necessanr,., 

propylene glycol and/or glycerol, at 

often flavoring; and any compo~~a~, 

including a cartridge, a tank and !he dnia: 

without cartridge or tank, intended for a 
' 

with or in lhe product; 

341 "tobacco advertising and promotion" meus 

any form of commercial communicatim 

recommendation or action with !he aim. 

effect or 1 ikely effect of promotiRJ • 

tobacco product or tobacco use citltcr 

directly or indirectly; 

35/ "tobacco sponsorship" means any fonn of 

contribution to any event. activity or 

individual with the aim. effecl or likely 

effect of promoting a tobacco product 01 

tobacco use either directly or inditteliY: 
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361 "other rclated cigarette resembling 
technology product" includes any tobacx:o 
product that is consumed by creating an 
aerosol or vapour via a p~ of beating 
tobacco without full combustion and 
~ncludc:s any device and associated parb 
Intended for usc in consumption of the 
product, whether or not sold separately 
from the product; 

37/ "charactc1iz.ing flavor" means a tas1e or 

smell, other than one of tobacco, resulting 

from a r.atural Of anificial additive or a 

combination of additives,: including. but 

not limited to, fruit, chocolate, vanilla, 

honey, candy, cocoa. menthol, alcohol, 

spice or herbs which is noticeable before 

or during the consumption of the tobacco 

product; 

. 38/ "shisha" means includes tobacco products 

that may be flavored or non-flavored that 

arc coruumed using a single or multi­

stemmed smoking instrument that contains 

water or other liquid through which the 

smoke passes before reaching the smoker 

and whose syrup tobacco content includes 

molasses, honey, vegetable glycerol and 

fruit fl a \'Ors; 

39/ "primary packing" means the covering, 

wrapper, or container that has direct 

contoct with the product intended for retail 

sale; 

40/ Mbaroode" means a machine-readable code 

in the form of numbers and a pattern of 

parallel lines printed on and identifying a 
" product for the purpose of monitoring by 

the manufacturer or executive organ; 
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421 "generic name'' means a th• ... · 
'"''til 

by which a medicine is addresstd . ~ 
referring to its brand name; ' 

431 "means of advertisement disse.n· . 
'IIIIi<~~~· 

means includes the mass media, 0' advertisement. telecom, postal • 
· •n~ 

website and fax services, cine
111 

• 
.. fillil. 

video and any other related 111 .. ... ns or 
advertisement dissemination; 

· 441 "regulated product" means any PI'Odu1:1 

administered in accordance "'th thu 

proclamation and includes food, llledicint, 

medical device, cosmetic, and tobacco 

products; 

451 "medical professional" means a physician or 

other health professional who is atahoriud 

by the appropriate organ to examine 111c1 ' 

diagnose human diseases and t.rat than 

by drug, surgical operations or ocher 

related medical means; 

461 "packing" means any article that !NY be 

used for filling, insening or wt1ppiog or 

packing regulated products and includes 

the immediate container and othct 

wrapping materials; 

47/ "label"means all labels and other wrinen, 

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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481 'ttpacking" means packing of any 

processed or semi-processed regulated 

products by a different manufacturer in 

any other way; 

49/ ~ins~or " means any professional 

authorized by the executive organ 01 

regional health regulator to perf0tm 

inspection activities pursuant to this 

Proclamation; 

50/ "institution registration" means a 

recognition granted to regulated institution 

in accordance with set requirements; 

511 "product registration" means a recognition 

granted to regulated product in accordance 

with set requirements; 

521 "quality control sy5tem" means a procedure 

intended to ensure that a regulated product 

meets quality and safety rcqu(rements; 

53/ "institution" means any establishment 

involved in the manufacture, export, 

import, wholesale. retail, 01 repacking of 

~lated products; 

541 "manufacture" means all operations 

involved in transfonning raw materials 

into regulated products under this 

proclamation including in the preparation. 

processing. compounding, formulating. 

filling. packing. packaging. and 

repackaging; 

sst "food additive" means any substance 

prepared in accordance with applicable 

requirements and added to food in order to 

give flavor, impart color, preserve. and 

enhance its appearance or other related 

functional purposes; 
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f .. ~ ~~~-- ... r II prOVI er, I enter, or oth 
.... OllU .... ..., _, .. d·"· ·"1'-c. c't"'l..(t!"'ll-1• es regulated under tht's pr Ia 11 
, ... , n • ,... -···• .,. -, purpos Oc 

111 
• 

at ton; 

!l?.l "MJ.ll'"'l, AltA" -Tt-..1• f.tl'l 11'1'~ 'J..'i f,IJ'J't 

h'f'~ 1\"7/IJ.or r'"'l.mm- uH·1 111../.t-A 

l:t.Jr 1\-Tfi-N~I:C; 1111'7 .I"A'IJ') f •MtnO" 

fl..l:t-A ""'1'7.1"·1· ll'rA ~.,., 

.t...-ht-c\J"'r. tTofll\.h 111 uo1"11"·l- h'I•M' 

!'i~ Htmt\h·hP- '"7')'101-S"" tJAA (ltf') 

fh"lll MIJ M" f~~~~cp 11·,."7 
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'J.S" f,U'}') ,_..,~ 1\"7/ILO'/" f"Y.cPtn- tl1':f·'J 

OhAA J:.af 1\..,M·.III:C .1-"A'IJ'J f·MtniD' 

fhAA oo1'7.1"•l- AltA ~.,., 
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511 Mexecutive organ" means a body Wh' h . 
IC II 

empowered to administer this practarna~· 
0 ed ICti and other taws tssu lo implem .. t . • ., thr1 

proclamation at lhc federal gove~ 

level; 

581 "region" means any state referred to Under 

Article 47 of the Constitution of the FederaJ 

Democratic Republic of Ethiopia ~d 

inci!Jdes the Addis Ababa and Dire Dawt 
City Administrations; 

591 •regional health regulator" means a regional 

government body which is empowered 10 

administer this proclamation and other la"s 

issued to implement this proclamation 11 

regional government level; 

601 "appropriate body" means, as applicable, 

other organs that have a legitimate interest 

in the course of implementation of powm 

granted under this proclamation; 

61/ "Ministry" or "Minist.er" means the Ministry 

or Minister of Health, respectively; 

621 "person" means a natural and juridical 

person; 

63/ any eXpression in the masculine gender 

includes the feminine. 

• 
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J. Stope 

This pnx:lamation shall be applicable in respect 

of food, medicine, medical device, cosmetics, 

and tobaa:o product Intended to be placed on 

the market or offered, In any other way, for use 

by the public, and other products and raw 

materials regulated under this proclamation. 

PARTJWO 

EXECUTIVE ORGANS 

4. Power and duties of the esecutive organ 

The executive organ shall have the power and 

duties to: 

II initiate regulatory standards and Implement 

standards issued regarding food safety; safety, 

efficacy, quality, and rational use of 

medicines; safety, quality, and effectiveness of 

medical devices; and other products regulated 

under this proclamllion; adopt approprille ·· 

pharmacopeia from another counuy or 

manufacturer's in house method; 

']) issue, .renew, suspend or revoke a certific:ate 

of competence or take another approprille 

measure of an importer, exporter or quality 

con'!'OI service provider, bioequivalence 

centers, and a manufacturer or wholesaler 

whose product is intended to be traded in 

more than one region; 

31 evaluate and register medicine, medical device, ; 
food and other Products that are required to be 
registered under this pnx:lamllion, or 
regulation or directive issued to implement this 
pnx:lamation based on applicable 
requirements; issue, renew, suspend or revoke 
marla1ing authorization or take other 
appropriate legal measures; 

I 
I 
I 
I 

I 
I 
\ 
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. GaJd'O No J9 21._ febnaoly 2019 .. ·POet II redefOI ,.,...,., 111 

I • 

detain seize, confiscate, order the di~ M I ~ 
recall of. or take such other legal m~ 

on 8 regulated product that is not , 

·~ compliance with this. proclamation or other 
law i5sued to implement this proclatnatio~~; 

Sf inspect and take the necessary admini$1rative 

measures on a regulated product under lht 

possession of a' retailer or other person llot 

certified by the executive organ but lhc: 

product's introduction into the marketll'trt 

authorized by the executive organ; 

61 identify ingredients that caused death, 

sickness, disability, disorder, or other heallh 

problems due to adulteration or other illegal 

activities on regulated products and takt 

appropriate legal measures by conduaing 

investigation of sample ingredients; 

7/ issue import permits and, upon request, gnnl 

export cenificate fot" regulated products, 

their raw materials .and packaging materials; 

81 prepare and, as nctessal)', revise list of essential 

medicines, notifY registered foods and 

medicines to the public; issue na1ional 

medicine fonnulary, classify medicines IIllO 

different· cllegories, revise the classificalioo 

whenever necessary; 
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91 undenake or order post-marketing 

surveillana to ensme food safety; safety, 

efficacy and quality of medicines; safety, 

quality, and effectiveness or medical 

dnlces; IOd on ocher reaulated products 

and take appropriate lep l measures in 

accordance with the findings. 

101 ensure that nidence of existing and new 

adverse events and information about 

pharrnaco-,·igilance of globally monitored 

products arc followed upon and, as 

appropriate take the necessary lepl 

measure; 

Il l authorize IK conduel of clinical erial, monitor 

and inspect the process as to its oondua in 

accordance' with good medical practice, 

evaluate the results and authorize the use of 

the result in such a way that benefit the 

public; order the clinical trial to be 

~or stopped; 

121 promote rational use of medicine and 

medical devioe; 

13/ regulate the manufldure, import, export, 

distribution, prescribing, dispensing, use, 

recording and reporting of narc:otic drug. 

psychotropic subslancc and precursor 

chemic:al, and pn:v~t their abuJc; 

141 regulate the cross rcgional lldvertisement of 

regulated prod~s .in c:ooper:ation with the 

approprille government body; 
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151 coordinate the implementation or~~ 

1'-:allh Organization F Ollj 

Convention on Tobacco Contr~ 
'd I' ~, implementing guo e me; establish ~~at· 

coordinating mechanism to folio~ 
errcctive implementalion of "''I 

to' 
control, and work in collaboratio 

• . n .,ith 
appropnate bodoes; 

l6/ regulate the content and 
~ . ~ 

disclosure. manuoact~ng, ~ 

labeling. design: •mpon, ' 

distribution, adverttsement, promotiOQ llid 

sponsorship, and related &s~Jetts 
~ 

tobacco products in line · with , 
. '·· World Health Organization FrameWorlt 

Convention on Tobacco Control and ils 

implementing guideline; 

171 e.nsure, in collaboration with~ 

bodies, proper disposal of eXpi~ ~ 

other non<amplying product ~ 

under this proclamation; 

18/ appoint inspectors, and, as approprill~ 

order the inspection of any premises il 

accordance with this Proclamation; 

19/ collect ,service fee, and use the same i1 

accordance with appropriate law for the 

purpose of health regulation. 

PART THREE 

FOOD SAFETY ADMIN!STRA T!ON 
• 

5. General 

1/ Every food establishment who provides foo6 

for use by the public shall ~nsure its safelY· 
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2J The rigor of ufely assessment of food shall 

be based on its type and potentiaJ risk 10 

human heal !h. 

3/ Every food and packing mateTial shall 

comply with Ethiopian SW1dard adopced by 

the appropriate body. 

4/ Notwithstllllding sub-article (3) of this article, 

the executive organ may use acceptable 

Ethiopian standard adopced by inttm11i0!1&1 

organizations to regulate the safety of food 

for whidt national standard is not issued. 

Sf The executive orpn or regional health 

reau.lator may request third party conformity 

assissment regarding the safety of food 

provided by food institution. 

61 Every food prepared for the purpose of 

exporting shall be safe and promole the 

country's sustainable trade interest. 

7/ Every locally produced food for wbicb 

man~ory standard is issued shall bear the 

applicable marlt and sball possess a 

certificate issued for this purpose. 

I . M:(J M" fM:(J .,,~ 11tr M-11111 6. Rulsti)Uog of fooc! end fooc! f!Jdf 

Iii ..,,'lfDo9" 1\IP- 0)1"'7ofl ,.,~ ~ .. &- IIY. 

hDDft"'7&-·fz Ol.·l- OMLII...,, hill\- CD.f.9" 

OhAA m.'i" .,..f>"'"'t ODOD1l1il 11/1.0-l-u 

f l ..,,'l.,.9" ryo?:(J ')'7.t' ·~9'" hM~-'1"7. 

hfJI\. mJ'.V'" ldtAA m.ti .,..J1'11'1ttiJ- fofl:t'·l­

"'7l.,1""i 9"11hC mU•·l- "11~ f ;Nf1 

Mil' MA ?tl•·l- IIJ'. ). '-teD-A "'7;r>lofl 

hf.'fl\.9"11 

.• 

utabliJhment 

II Evuy person shall be registered by the 

executive organ or regional health regulator 

before <:OI1ll11ellcing a food trade aaivity. 

2J Unless authorized by the executive organ or 

~onal bealth regulator, no food lr8de 

establishment may provide a ~ed 

food for use by the Jl!llllic:. 
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31 Registration of food and rOOd 

r<toblishment shall be renewed wi••·~ 
•un !Itt 

time frnme required by the ex . 
eeut,~ 

organ or regional health regulator, 
1 

7, Food mnnufnrturing. prcnaration, st !'I 

trnnmort or 5clllng plpre ~ 
11 Every food establishment shall ha . ve ~ 

responsibi lity to ensure that equipllltrtt 

or material used in food manufacturj 
"& 

storage, or transport is clean and free fr01n 

contaminants, and ensures that it COillplits 

with safety requirements issued by 1bt 

executive organ. 

2/ In addition to the responsibilities PI'OYidt~~ 

under sub·article (I} of this article, ev~~y 

food trade esta.blishment shall have dte 

responsibility to ensure that places for fOOd 

manufacturing. preparation, storage, Of sell 

are clean and far from contaminants. 

3/ Every food establishment may use equipmeu 

or material with direct contact in the fOOd 

only if it fulfills safety requirements IIlii 

shall ensure that devices are periodically • 

calibrated by an appropriate organ. 

4/ It shall be the responsibility of every food 

establisJtment to ensure that food is stored. 

transported, or placed for sale in such a way 

that its safety is preserved and, ifnecessarr. 

a proper cold chain is maintained, 

Sl Any food product may not have chemic:ll 

residue including pesticide, fertilizer, animal 

medicine, food additive chemical, cteaninl 

chemical, a radioactive substance, and odiCI 

contaminants above the maximum levd 

issued or adopted by the appropriate orpll-
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61 Every food establilhment, depcndina on the 

lltllllt of the rood, hu the obliption to aive 
ldequlle Information lbout handling 11111 

use or foods it ofTen to sell. 

I. Psggnpcl worldp• In f9Qcl nlebllthmgts 

II Every food nllbllshment shall ensure Chat 

its employees who arc engaged in the 

manufiCiuring. prcpuacion. or service 

1) who have 1 di~ contact with the food 

10 be free from food·bome illness ll1d 

like approprille measure to prevent 

food-borne illnesses; and 

" 
b) wore an appropriate safety clothing. 

21 Every penon who puticipatcs in the 

manufiCiurina of food 11111 has 

knowledge of or reason 10 believe lhll 

• siplifiCIIIt rislt to the public's health 

cxisu shall lmmedfately report. a 

. approprille, 10 the executive orpn or 

regiOIIII health regulalor. 

9. food •••af•ct•d•• 
II Every food nllblishmcnt has obliption to 

instill the required qllll icy conttol system 10 

ensure the safety of foods it produces. 

21 h shill be the rcsponsibility of every food 

n~~~~uflc:turer, importer or peparer to ensure 

the safety or raw material used for food 

manuflc:turing. 
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h 'JI!..OIJflil OIJ'.I"' IIV1C ID-fl1' A.'JJ!.w'lt: 
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9"flhC 011.4'·} hMLll"''.m- hit A "'f.,)·} 
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!li. f ?"7-fl "1"''76 • 
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R.l.Jr ODW/_. •}- tnJtf'} 1\flfJo')o, I 

0
....,, 11o )921" Febnuty 20!9 l'a!t 

Fc«<oo "'P"1 11111 

J/ Ever)' packaged ~ood man~f~r ~ 
report 10 me execut1ve organ 1f 11 in' 

change in che lype, contern, ~ 

manufoccuring process of the fOod . 
~ 

produces. 

I o. fF:g;oo!!!d!Ji!J!m!.lP!J!O!Jr!uP!.lJni!ld_.e,.! p...,o .... rt 

II Food may be imported only When . 
complies wilh applicable safety 5~ 
and 11 pcnnit is granted by !he ex ..... · 

-•ute 
organ. 

21 Wichoul prejudice IO sub-article (I) OftbiJ 

article, ifche executive organ has reason
14 

suspect che ~afety of the food it lilly 

.perfonn a laboratory lest, or order 

laboratory test 10 be performed by a third 

party and iiS cost covered by lhe importer. 

.. 
3/lf any imparted food has established safecy 

problem, che executi.ve organ may 

detennine co evaluace good manufaCiuriJ!c 

practices of !he manufacturer. 

4/ Food found 10 be unsafe under till$ . . . 
proclamacion may be relumed to ill 

couhtry of origin or be locally disposed • 

the expense of its importer. 

.. 
Sl A food exporter, as necessary, may gtt 

' heallh certificace of food it intends to 

export from the executive organ . 

II. Food addilive 

II Use of maximum level of a food addidl~ 

shall be in accordance wilh Ethiopilll 

scandQrd issued by the appropriale bodY· 

J 
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21 The executive orpn shall dctamlne the Jist 

of allowable food additives. 

31 The executive Otgan may, where 

appropri11e, prohibit the use of food 

additives in a certain clleaOIY of foods. 

12. lpftpt formvla•pd follow-up Cgrmula 

Every infant fonnula and follow·up fonnula 

shall comply wilh applicable Ethiopian quality 

and safety standards; its component shall riO( be 

genetically modified and exposed to any 

radiation during manuf.auring. and its 

.,.cbging is made from a non·plastic malerial, 

and contains a label bearing the sou~ of its 

protein. 

13. food I!PRitmeat 

II F00$1 supplement may not be imported or 

pi~ on the market without registralion. 

21 The rigor of safety assessment of food 

supplements shall be commensurate based 

on its type, potential risk to human health, 

and its health claim. 

14.. foocl Cort!Oqt!oa 

II Every food identified for fortification shall 

fulfill applicable Ethiopian standard 

adopted by the appropriate body. 

21 Vitamins, minerals, CK other essential 

nutrients permitted fCK fortification 

purpose may only be used if it fultiHs 

requirements set by the appropriale body • 

31 Every food manufldW'et that fortifies 

food in ICCOfdanc:e with sub-arlicle (I) and 

(2) of this atdcle shall IICCOI'dingly label 

the food'U fortified. 

I 
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15• _[ood for irradiation 

11 Irradiation of food shall be tarried 

such a way that it is designed to rn: -
requirement of food safety llld llti lilt 

d I
. • II& lilt 

appropriate type an tmlt of radiation. 

21 Regul•ion ofiriadiation requiretllalt shal 
• • I!Jt 

. implemented tn CX>Operation ~ 

appropriate bodies. 

16. Watu safetx 

11 Any pipe or bottled water or othet ~bit 

water supplier or producer shall ... .... u,. 
compliance with the Ethiopian strll) 

standard. 

21 The safety and effectiveness of evay ~ 

treatment chemical or device WJI be 

regulated by the execuiive organ. 

.. 
17. Post-merJsct safety monltorinc 

II Every food manuf~ or imponer WJI 

have a system to enable it to <Xlllinuously 

monit~r the safety of the food it produces 

or imported • 

211f the public's health is in danger due 10 a 
confirmed safety problem relating to rood 
manufacturing, storage, transport rr 
handling, the executive oraan or regional 
health regulator may notify the pliJI~ 
througlt the appropriate massmedia not 10 

use the food and order recall of ihe 
product, 

3/ The executive organ shall periodicaiiJ 

undertake safety monitoring of food 
product$ placed onto the marlcet; and may 

order the • cost be covered by ill 

manufiiCturcr or importer. 
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f l J\lll.ll"t Mil· DDI:;)t·l- mf.'r ftlh.,.'t 

_..,61'1 1111. V1C CD'l'l1' 11"7~11J·l- tJJ/.9'" ! 

11"7M·l.A hArt-l• I:C)!-·1: :'JC f'"J.~l'? 

fmh,A 411'C ofllf·l-') hf.m/1')9'"" 
I 

IS. A!rnhotlr d rink S!le 

•\ 

' • 

II Every industrially prepared a!CX>holic drink 

shall comply with applicable Ethiopian or 

other international Slandard accepted by 

the country , issued with regard to its 

content. 

21 It shall be illegal to sell any alcoholic drink 

to anyone un~er the age of21. 

31 No person may sale alcoholic drink Health 

institutions, education facilities, 

kindergartens. universities and colleges, 

government institutions, places of 

WOI'$hip, spo~ing places, cinema houses 

and other places determined by a 

regulation issued to implement this 

proclamation. 

41 Additiomil restiiC!ions with regard to the 

time and manner of sale of alcoholic drink 

may be determined in accordance with a 

regulation issued to implement this 

. proclamation. , r 

•PARTFOUR ' 

MEDICINE· MEDICAL DEVICE AND 

COSMETIC'S ADMINISJRATION 

Sectiog One 

Mgtlc:ine and Medital Devise Admlnlstl'!tion 

19. Genml 

, 1/ The rigor of regulatory assessment of 

medicine and medical device shall be 

commensurate with the product's type, 

nature, and potential risk to human health. 

21 1lle exec_utive organ may not limit the 

number of agents a manufacture may 

designate for the purpOse of impo.rting or . ' 
distributing medicine or medical device. ,. 
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21 

The executive organ shall register an.s"-t 1 

marketing authorization in ac:~ 

with sub-article (I) of this article after t 

assesses the quality: safety and efliCII:Jf( 

the medicine, or quality, safety tlld 

effectiveness of the medical device. 

3/ The provisions of sub-article ( I) ofthisaniclt 

shall not apply in respcCI of the sale of 111 
medicine compounded by a pharmacist fc. a 

particular patient in a quantity not ~Ttl~~ . 

than the quantity required for trealmelllas 

determined by an authorised medical 

professional, or any medicine or mcd"ICi 

device imported for use by a panial2 

patimt as per prescription of an authorize! 

medical professional . 

4/ Any medicine or medical device shall bt 

registered if the manufacturer com~ies 

with good manufacturing practices. 

dossiers are evaluated and found to fulfill 
safety, quality, efficacy, and effitaCY ct 

effectiveness, and as appropriate fulfills 

laboratory quality test requirements. 

• 
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Sl Notwithstanding to lhe ·provision of sub­

article (I ) of Ibis aniclc, lbe executive 

orpn may, in compelling circumstanc:cs. 

graM a penni I for the Importation or use of 

unregistet"ed medicine or medical device. 

61 Every medicine or medical device 

·· n:glstercd In ' accordance with Ibis 

proclamation shall have its registration 

n:ncwed every five years. 

7/ Wilbout pn:judice to the provision of sub­

article (6) of this article, any n:gistcrcd 

medi~ine or medical device shall pay 

annual n:tention fee as detCt"mined by a . 
n:gulation. 

:u . Variation to a registered product 

m.r.r nuhr'l' _..,~.,.,. .,.~·r1 t.in)·r .. r 1 

1/lf variation a.ffec:ting registered medicine'$ 

quality, safety or efficacy, or ~cdic.al 

device's safety, quality or effectiveness is 

introduced, the product may not be 

marketed unless the person who registers 

( 

mf.9" m-m.;J·.,)·} '1\J'. ·t11'6'i t\.I.'I'C 

f"Y.:f·A .,'J'I'm-9" 'JM·} 1'\m-1' C\l.l'7 

J'/luall1fltJJo flm- 1\hfll.JI"Y. hi Ill· • ,.,,.,m~ 

A 'I ..,fll.<f-1: AIIO•h '• \ r ,. 

' ftl fiLIJ A'J4>11.' '){J.fl·h'J4'11.' (It) A'JI.·f'inn+' 

tf'i ..,.,~tJJo9" uul:;)).·} mf.,. fllhr..-

OD"f{,J' I\ f. •H(•il«j ,., J'UDIIJ • 1'\tJJo'J' • 1 

11..,1:~'7 ht.l'\1 · ff!uall111m- (I~ mf.'r 

M·~:r: 1'\.Mt.JI"t "''"· ll.,llm~ rc·l:'t 
1ctJ' 1\f. fi.J'm-A .r.':f·I\A rr 

rr. 1111 ~.aM' -~aLe+ 

Iii .,,~a).,. · -1:;)).-l-• r-1:~).·} 'l't- ~~~· 

mf.,. -nf7.J' 11111t·ll .,..,.q,.~·} IJ1'l' 

"'- """ • '" DDIPl:}o OD61Jt.·ua1:;)).••· fiJ~,, ,..Coli 

f'l'~·}t fi.IJ')~·l- A'l f t.'f''lt~·l- uaflt.C·} 

.,"'.l f\ •} hj\ fl•}- I I 

• •' th~ product notifies such variation and get 

approval ftom the executive organ. . ·., \ ... . 

·, 

21 Without prejudice to .the provision of sub­

article {I) of this article, a medicine or , .. 
medical device wilb variation having 

mini:nal pot~ltial on its pcrfonnance may be 

, .m~eted provi~ed the manufacturer or the 

penon who regiSlers lbe product notifies the 

executive organ .of such variation. 

22. Quality standards and reauirements 

II Any medicine, its raw . or packaging 

. material shall meet quality, safety and 

efficacy ~uin:ments prescribed in a 

nationally accepted pham.copcia. 

, "'(, "· . . 
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'21 AllY d effectiveness requi~ 
safetY an adopted by the IPnror..:_ 
issued or - · .,..'41t 

organ. 

:thstanding to the provision of ~ 
J/ Notw• 

. (I) and (2) of this anicte, ""'-art•cles ·· ·'<ll 

national standard is not i~ed or ~ I 
l ive organ may regulate meQicj,._ 

the execu '"' 
· ed' cal device in accordance "'"'-and m ' ... .., 

. -en!S prescribed by international 
reQUirtu• ' 

organizations, other countries, lllcl 

. ments or guidelines issued 1... 
reQUirt u1 

manufacturing companies acx:eptable 1o 

the executive organ. 

2J, Registration or medicine and mtd!c.l 
device institution 

11 No medicine or mcdic;al device 
institution may engage in medicine or 
medical • device trade unless it is 
registued and licensed, as appropriate, 

.. • by the executive organ or regional 
health regulator. 

• 

, 21 It shall be prohibited, in any manner, to 

transfer a medicine and medical device 

institution certificate of competence to 

a third party. 
( 

24. Personnel working in medicine nd 
medical device institution 

II Every medicine and medical device 

institUtion shall hire a health 

professional upon ensuring that the 

professional is duly registered and 

competent to perfonn the task. 

21 Every health professional working for a 

medicine or medical device institution 

shall have the duty to immediately retJOII 

risks of public health significance related 

to the ~uality, safety and efficac)' or 
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medicine or quality, safety and 

effe<:tiveness of a medical device, as 
appropriate, to the cxe<:utive orpn or a 

reiional health l'tiUla!or. 

25., Medjcjne and meciical dcvico 

. .. 

• • I 

.. 

manufacturing and jmoortatjon 
1 I The manufacturer of medicine or medical 

device shall have the duty to ensure the 

quality and safety of n1w materials and 

the legality of its su~plier. 

21 lfshall be the duty of the manufactu= or 

importer, as appropriate, to ensure that 

every medicine or medical device is 

produced in . accordance with the 

appropriate good manufacturing practice. 

3/ No medicine or medical device may be 

imported through a port of entry unless 

authorization is granted by the 

executive organ. 

41 Every importer of a medicine or medical 

device shall be responsible "for 

ensuring that its imported product is 

from a manufacturer recognized by the 

executive organ . 

Sl If the quality, safety, and efficacy or 

effectiveness of a medicine or medical 

device are not in compliance with the 

law, the executive organ may order the 

manufact.urer or importer, as 

appropriat~, to propei'IY dispose or 

• return it to its country of origin . 
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31 Every part of a transportation equiPillclt 

having direct contact with the medicine~ 

medical device shall be clean and shall ncx 

render the product to cause any chemical, 

physi~. or microbiological COOtamillllio. 

4/ No medicine or medical device instituticn 

may transfer any medicine or medial 

device under its possession outside oftbe 

recognized trade chain without ha\ing a 

legitimate ground and, as appropriate, 

notifying the executive organ or regional 

health regulator. 

Sl A retailer of medicine or medical device 

shall not engage in the wholesale trade of .. 
any medjcine or medical device. 

61 No medicine wholesale or retail institution 

may sell a medicine unless its label 

contains the retai I price of the producl 

affixed by the manufacturer or importer in 
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accordance with this proclamation and 

directive issued to implement this 

proclamation. 

11 It shall be lhe responsibility of the health 

institution to ensure that the type of 

medicine it possesses are in accordance 

with its level, and the health professional 

who has access to the medicine has 

appropriate authorization. 

17. Q lnkal trial 

1/ A clinical trial shall be conducted on 

human beings only in accordance with this 

proclamation and regulation issued to 

implement this proclamation. 

21 The executive organ shall authorize clinical 

trial on human subjects only after the 

clinical trial protocol is evaluated and 

accepted from scientific, legal and ethical 

perspective. , 

31 It shall be prohibited to inuoduce any 

change to the terms and conditions of an 

approved cHnical trial protocol unless the 

executive organ is duly notified. 

41 The executive organ may require ~~lew 
and monitoring of the approved clinical 

• trial study by an · appropriate national, 

regional' or institutional review organ. 

Sl Clinical trial on human beings shall be 

conducted if the person is over 18 years. 
has capacity under the Ethiopian Civil 

Code, and agree in writing to the clinical 

trial . 
61 Clinical trial on nursing and pregnant 

women, prisoner, person under the age of 

IS, mentally ill person, other judicially 

incapable person. or person dependent on 

the professional or the institution 

/ 
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11 flllhr't -.r,&. rcrc "'· ffl M' 
r·rnt l..:l'.t:- ffl.fiiP'') oo.(-;)).·} tJJf,'r 

ftJhV"'J OD"ftf flllh'r'l h'IA '?ll··'k 

fl-m+r hML1C"7. hllfl· fuhrt; 

-lit. I..:J> 1: OD'j)' .,. Mfl·.,..l l 

.Uil OM/..'1"7. hllfl· fll'\f, ;)1\J, f"'J.uot. 

fllhV"'l -.fl&- M ·'r'?lJC t•"''.·k 

.,..,.,.,,.,~ MA f.:t:t"7A II 

11 11 shall be the responsibility or the 

primary investigator and sponsor of the 
clinical trial to ensure the safety of the 

participant, provide adeqllalt 

information to prospective particillallts 

about the risks, medical benefits, 8lld 

treatment alternatives available to the 

participant. 

8/ It shall be the responsibility of the 
primary investigator and sponsor o"r the 
clinical trial to ensure appropriate 
scientific conduct, making required 
reports to the executive organ, rctord 
keeping, reporting any adverse event, 
and adhering to applicable protOCol, 
practices, and laws. 

91 In approving investigational medicine 

or medical device, the executive organ 

may require submission of laboratory 

experiment and animal testing data in 

order to determine ,its safety. 

10/ The use of investigational medicine or 

medical device beside clinical trial 

shall have prior approval frQm the 

executive organ. 

Ill A ·Clinical Trial Ethics Committees 

Supervisory Body dircc:t_ed by a 

higher official of the executive organ 

shall be established. 
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28. Anl!uplk! and dislnfttunls 
., 

II Every rrgulated person shall comply with 

applicable requirements issued about 

antisept)cs and ~isinfectants. 
...... 0 • 

21 The registration and related · regulatory 

assessment of antiseptics and disinfectants 

shall be commensurate with the product's 

potential risk to hu!"an health . • 

. ' 
II · . .,. 

fit. _tAl.&. X-7Gl _ -t~i+ , ,. · . ~ . --rtt - -- -lU: rmhl!"'j' . •29. Ritdlophumnealita! lnd ndiallon 
rmll!lnc m~ical devise 

Iii -,·}~IP-11'" fliP' ,IIML'I~ hll/1· M' .h"JI11I ~.· II No. ~.ne may, !"anufacture._i~po~ export, 
I q . 
11\IP- n lA f'fi:J'·l- :"7t..~1""f. V"lllu: • ~t~l.•~·l- · w~olesale o~ st~re. any radiopharmacc 

' l\f1~ ""'I.&. h-'JQ.t ·-~~'l-f.l·') 1/lJ',.,. -~ ,. , . uti~! or ~iati~n ~ining medical device 

fllhl"''i" un"ftfi'l·'J _,.,.l.·l-• m't. U
1

C: unlm he gets a certtficate of competence 

II '?II ~ from the executive organ and approprille 
IJ)o T. 111· · ~f. . IP--1" Y1Ctf"""'. ll! I 'I ... Jt•'t "• \ • •. &ody. • • ., l 

· ~~~~J..A OJf,ll'" .,h.,:f·l- hY.1·A.;.,;, ·., -• •" ·<• " ' 1·, t il , 

fll hof..,lt iJ ··IP-•1•: 1'"'1.1.1."1 l'~o~.&.l.t- · 1-~;Ja.l.\ ,\ ~t Ext~~~o~s ~ara.t)?n. of a 

-~~'l•} DDif,,:J'.:•}o f"Y.':f/UD• f ,tl')') • ~ ... t- ,I I' I ~iopharjn~ticaJ p~U~ may Only be 

ll~h'i"OJ1 'rofl:J>·l- .,l,,1"'i li'"IIIJC, tlll..,.·l- ·, .:. carried out ~ ~ health fac:ility having a 
. • • cenificate of eomiletence ' to perfonn this 

1•. •
1 

:~·~.I'I~IP' :n:'i:~~;: l!t'il'r ofi:J= ~III: ' J ,c., 1 
"'· ·:··•.'•l activity.l . ·' ., "'' • ·· • 

J~/ I'IAI..t- hUD'JQ.t tmJ:'~).ol· lflf.?"·,',;uh~~ "-· 3/ Jn I effectively • • regulating radio . .. ,_ , 

-"'tf-of!T-rc. ~~>'m.:J:., -,;H_.tf') MLll"?. ·C ·, ' t. phannacculicals 1 or . radiation emittina 

·l-r~ t m~ical device, the executive orpn shall 
.... . 

. . . -
!2.:... . • - ,1_ ........ '; 

work together with the appropriate body. 

~. ,ill\ .-;r ·M r.-;r tfA"b ., .1 .J0~·1 Blood and blood rnmponsnts \,\ 

'li/•1 ff.<J- ' M' Off.?" ., . .,.,..,. 11"7Mrl:0 I M r... II An)II)CI:Son who engages ,in the collection 

( ''1 : d d' 'b · r "-t ' and ood · an tstn uuon o 11 ood ___ bl 
':ll . ~. ,, ,. .. • 

products shall get a certificate of 
• ' ~·· n:Y~t-~·l- l"t- r<iN7t- "71'1',s.';J.' :,~~ 

• .,. ' • • . . •. ' • I 

hhr.L'I"Y. hill\· fofi:J>·l- "Yl.:J1""f. li'"IIIJC: 
•. · ' competenCe from the executive organ . 

. . 
.. !: 1 r· mc::+·l- .,..,;.}- f.'r.CII:J·A" 

'~ ~ ~·.:. 1 ' •;:,.: "" I. p • I'· 

.. , r1, r~:r ~ ... r1.-r ·~~~-,. , M'u 
, .Ht" ."'.: 

4 

..... I , • • f .. - • ) •• i I 

'71'1111'111 -A 'i ·• • 2/ Blood · and blood products donation, 

IIC•i•·l- 1"&. r l'"th'i'lfi~ID' 

O..brJP':f "" · · N - ilt.·l' 
_,I ,. " 

O"oflM!~·l- • • •collection, :.and' distribution shall be 

tr''i" ,' ;~,..1 · · pefrormed'in .&ordance with principles of 
·•"•'- .~ I. \"1 '' ."'' ! 

• r 

-· "'1.4 •• 
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-t..,lf111• 1<\"1~ A'll'~ -1.1.1o1 A'i 

IAI{It-~•IJ'} f~l..711' .,'-:J• ~t\1):(-CD-tt 

!11. 'iCia-th -~t1 l)~f!tl:'th -t~~t 
1\'!' TthcQC h."tiJA 

Iii f'i'Cil·l:h A'i' fl'lf,la·l-f:•t;.ft -1:~\f.":f 
A')JLIJ-9'" fTthC(IC l&."t,ftA A~rt.+• 
t\~1'1-nr:'J- ~f,9'" 1\<JD<\b hMLll"t AltA· 
A f. L-?1: ~.,,..,. II'ILA.?A II 

f l ~')'i'cu-9'" (lCD- f'i'Cllth -1:;)\·l-t 
fl\f,t•.!l-l:'th -1:~\·l- ~1.9'" f1'thC(IC 

h."tltA '"7rt.+• '"71'1-nr·l-• _"'" 
'"7h4-LAt ~~~~:f·l-1 '"7=l=l11t -1'11 ~Y.9'" -n,. f"'t':'fACD- '·"' M·~ M' h1'¥-'J 
I\'"71'1LAr f"t~nJ'J l.')ofl A'i --tl 
n-h.,.A oflJJ= 'lCD-•• 

humanity, and such pfoduets used r~ 
purpose of saving life or sci~rJC 

research may not financially benefit bocJ. 
the donor and recipient 

3/ Blood and blood cornJIOnenl$ 11 . ~ 

transfusion or further manuf~eturina Of 

processing may not be put into use unless 

its safety and quality are in compli~ 

with applicable regulatOry requiremeru. 

4/ Blood activities shall be classified lncl 

regulated based on its potential risk to the 

safety of whole blood and blOOd 

components, the donor, and the recipient. 

Sl Every potential risk associated with blOOd 

donation shall be communicated to the 

donor and the recipient of transfusion. 

61 Health facilities, laboratories, blood banks 

and other eslablishment engaged in blood 

and blood component .aivities shall make 

sure it is collected, tested, processed. 

screened, pooled, irradiated, wuhed. 

stored. labeled and distributed in 

accordance with applicable replllory 

requiremenu. 

31. Nargtds end pnshotmpfc; mcdlsJn• ead 
~ pmyqor shemtgla 

11 A special permit !Tom the executive orpn 
shall be a prerequisite to manufictwt, 
import or export any narcotic and 
psychotropic IJ'ediclnes, or prccunor 
chemical. 

21 :'"Yono who enpaa In manufiCturin~o 
Import, export, wholesale, store, transpOI1. 
hold or sell any narcotic and psychotropic 
medicine, or prec~ ~hcmlcal shall 
comply wi!}l this proclamation, and 
~lation and directive Issued 10 
Implement this proclamation. 
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A .,.tt.,.r I o..,.,~,..,. rh1.r+ rc·l:., 
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M ,wp r#ri 

l/ A spcdal permit for the import or export of 

narcotic and psychotropic medicines. or 

precursor chemical shall apply for a 

specific consignment and shall be valid for 

90 days from the date of its issuance. 

41 It shall be prohibited to import or export 

narcotic and psychotropic medicines, or 

precursor chemical through the post offic:c 

or by ship; or packed together with other 

medicines or goods. 

Sl Narcotic and psychotropic medicines and 

invoices, registers. and ~ptions shall 

' be stored in a loc~ble metal cupboard or 

!n a special room the key of which shall at 

all times remain in the hands of the 

authorized pharm&e~ professional. 

'' ' l ~. 

61 Every manuf"'um-, importer, wholesaler, 
ft\liler, or hcahh jpstitutioo involved in 

• narcotic and psychotropic medicines, or 
1 ol \ I f ' o precursor chemical activities shall keep 

.. 

relevant records, perform demand 
projections, and submit • reports in 
accordance with di~ve issued by the 

1exccutive organ. 

71 Any penon who gets ·narcotic and 
psychotropic medicines. or prccunor 
chemical purchase order from the 
executive <Organ shall report when the 

, , product is imported. or ifit. is not imported · 
for whatever reason it shall be reported 
within ten days fiom the exiliration of the 

purchase onl~·. .. 

. .... 
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pmcriptiOII of ttary!ltit ~~~d n~Vth . 
J%. mf(liclttt! ' ~ 

11 Any iicettsed medical profess!~ 

only issue narcotic and ps~ ~ 
• . • • • rapit 

medtcme~ prescnpllon In the ~ 

institution where he is authorized to 111 

21 No medical professional may'• ~ 
narcotic and psychotropic medicine ~ 

himself. 

31 The prescription of a narcotic 
Or 

psychotropic medicine shall be made 
011 . 

special narcotic or p$ychotr~ 

prescription paper respectively . 

41 If any medical professional made a mi~e 

on the narcotic or psychotropic Presctiptic)Q 

paper, he shall fold away and leave ~ lw 

paper containing the error intact within the 

prescription folder. 

Sf After issuance of the original of any 

narcotic and psychotropic pnescription 1o 

the patient, its copy shall remain in the 

prescription folder. 

61 Every folder containing a copy of 

prescrib~d narcotic and psychotropic 

medicines shall be returned, as 

appropriate, to the executive organ or 

regional health regulator. 

11 Provisions of this proclamation provided in 
respect of dispensation of prescription 
me~icines shall be applicable to narwtie 
and psychotropic medicines, as 
appropriate. 

81 It is prohibited to prescribe more than one 
narcotic and psychotropic medicine on one 
prescription paper, prescription paper shall 
have no effect after fifteen days from tho 
day it is prescribed, 
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33. Db Rtulnc . nmotif or llfl$hotrop!s 

mt!lldne · 
Every authoriz:.ed health institution and 

medicine retailer may only dispense a narcotic 

and psychotropic medicines upon 

confirmation that: 

.. ... 

• 

II the prescription paper contains the name of 

the prescriber and the Institution's stamp; 

21 the prescription is ori&inal, and the writln& or 

~rint on the paper does not contain an error, 

3/ narcotic . and psychotropic medicine is 

preseribc:d using n~tic: and psychotropic 

medicine prescription paper respectively; 

4/ no mace than one type of nai'OO(ic and 

psychotropic med;icine .• is n9t prescribed . . 
using one prescript!on paper, 

Sf the pr~ription paper CO!ltains readable 
• 

series number, and 
\ « 

6/ the issue date is within the past fifteen 

·'days. 

34. ·' Meditine comooundl~-, 

'" ·\t ' Medicine compounding shall only be 

performed by in · authorized pharmacy 

professional ' and within an authorized 

institution. 
" . . , ' \. 

21 It shall be the responsibility of the I I L:J'.I: J'flm- r-J!"~\·l- llfi .,...J' h"'llil 
· ' II ' • l I .. I 

phannacy professional to ensure that any llfiiD' ruhr'i llfi.,...J' r"'U·111r -.~:~">.·l-1 
• 

1\ +rr 1111"1 c»f.r ·I'LJI"''.» 'lfl.,. 

01>/ILC·l- ODIJ>l·l- f •Johflhfl f,JI:t- fi\(IID' 
• 

M" •Jom:J'"Y.ID'") f"Yf,')~ outf)o') f.,l."11T 

"/ J'.;J• hl\fl•}t I 

.. ~ 
compounded medicine prepared for a 

'patient in a~ance with a prescription 

issued by a medical professional does not 

J· contain • an unapproved ingredient in 

.... accordance • with applicable law or 

standard and is· not unusually harmful to 

the user. 

.• 
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31 Every pharmacy professional who is 

authorized to perfonn medicine 

compounding shall ensure that any ~ctive 

phannaceutical ingredients used to 

compound. a medicines are an authOriz:t 

component ~n other medicine registered b}' 

the executive organ. 

41 The pharmacy professional, health 

institution, or medicine trade: institution 

shall be-joint! y and severally responsible 

for any health or bodily hann caused as a 

result of using the l!napproved actiVe 

pharmaceutical ingredient. 

35. 1\lsdlsins orsssrlblng and prncriot!on papsr 

II Medicine may only be pressribed by an 

authorized inedical professional. 

21 Every medical professional shall prescn"be 

a medicine in accordance with lhe 

appropriate prescription paper and uniform 

medical service and prescription 

procedure. 

3/ Every medical professional shall prescribe 

a medicine by using its generic name; 

Exceptions shall be provided by regulation 

or directive issued to implement this 

proclamation. 

41 Every medical professional authorized to 

prescribe a medicine shall ensure that all 

required information in the prescription 

paper is filled out. 

Sf The amount and manner of anti-microbial 

medicine pressription shall comply with 

the uniform medical service delivery 

requirements. 

I • 
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61 Unleu for cmcr&enc:y situations a 

prescrip«ion shall be given only after the 

patient has aot • medical record and the 

prescription information is sufficiently 

provided in the record. 

Mfdldnr dll!!tntlng. and ovrr the copnter 
mrdldng ~ 
II Medicine shall only be dispensed by a 

pharmacy professional acting within his 

scope of practice. 

21 Notwithstanding to the provisioo of sub-

article (I) of this article, the executive 

organ, by a directive: shall determine 

com-pelling circumstances when 

'dispensing by other health professional 

categories may be appropriate. 

3i Every medicine dispensing shall be made 

as per the paper or electronic prescription. 

4/ Notwithstanding to the provision of sub­

article (3) of this article. the executive 

. ~rgan_ shall determine a list of over the 

counter medicines to be sold in medicine 

ietai I shops. 

, Sf Every pharmacy professional may dispense 

, a generic medicine prescribed . using its 

brand. name. Special _circumstances may 

., be . determined as pet; a regulation or 

directive issued to implement this 

proclamation . 

61 · While dispensing a medicine, every 
I 

pharmacy professional shall ensure that 

the patient is informed ibolll the identity, 

use, inst~Uction for use, precautions, side 

effects, and other relevant information 

about the dispensed medicine. 

1 



Scanned with CamScanner

"- tiL.,..:_ /fl-lft f·NI'\lf·• 'j,/ fi\1A?/I••t· "Tv• 
.... -(1/..(;•l" ·Mit..,.., ,.,.?-·l-t; ,,.,,n .. -

. f'U7.1H ·l-hh/1'1' f(IC-i• ·l- Y.l.·r) ·l·ll·l·fl• 
....... ). ·l- "fl. A 

J'Aur>"l atJ'.'r U1·at'l' ""'" ~ 

mi'r -rr.,. f ·t-hflh/1 )a.-" 
" 11.1··.,.. tl -~;)).·}- fi;J•If"f.o.- htlfJ;l •'- . 

r-~;)t·l- ..,, ... r lllt.4' ·1• 

r ~A.h·l-C'th ..,,-.r .?.;J'f!) ·l-tt 

-a,.".'f· _.,_4\:J·~:a.-1 r"7t.:n1' 

1111'·.,. 

M.l.'l'l. 

;)4\.1. ) ·l· 

r-~;)t ·l- ru,_ yo.- )a.-" 
,. ......... .•• II:J·I.fl liM 111 Ollll 1\').,.1.' _,,~. ... _,_, ,, .. .. 

r-Je-~t ·l· 
"""Je";)t·l· '111"(11>' "" f/1"-C:...- • 

-a /Ill .,. 'l""' .,. .. Jc... n·NI:JJ!a.- ""'111-fl 

111r.'r r~AM·cth "7111.C ""-111-fl 'A'i 

'?II "If' a.- r-f:;)t -l· h-".f. ~~~:fl. ..,,,., • .,..,.. 

tfJII-ft~~- fl'rt " C"Yfi .,.., fl'i:CIH· <f-f,/:1 

If<;' _.,._.,. 1\(l(l;r· .. 

XI "71'1'at-'r flfi-J' r-~;)t·l- 1'?-·l-

'-ll'J)·l- M' ~9'71~-l- fl·,. ... t\h-t· ".'f··u: 
-'i<·' fi.J''r'J mY.r t\MLll"''.lll' hiJA 1 

/lhAfl· -t-~"l~ m.r.r tlf'-af~P" 4\fl· tmtt 

.,.f."l"lt h'll\·l- "7"m.)o hl\n-l• u 

~J. M-l:;)t+ •t.r Muhrtf _..,tt b-ll'-'i1 

/if f-f:;)).•}o tJJY,<r fiJJtr'i' OD"/tf 

,.,_~,_o(l, fl"tm>t\h·l- A '}f. V"C•I• I)IM 

A H.JJor fm.'i' .,.!t,.. .t.lJf1 ~mt~>l •l­

n"' .t:t.? MtL11"7. h''"· ,,c,rc J'm"IA" 

f/ RIW b'J+A· 'Jo-h-b'J+A" (/i) ODt~>t.·l- f"''.m'IJ 

11C11C fODf:;)).·}o 1\UD-'\f.o(l ), 'J.t."Y.h•N\ID' 

/.lf'iA:· 

V) '""'""'r mt.+·l- flODf:;)). ·l- 111\""·.f rtu: 
ODIPt,•}o fl.fl1' f"J.':f•l\ ).'i' fo(I:J'•}o "7f..!l1.., 

No. J9 21• Fci>NIIY 2019 ·PII<IIt)6 
....... N<P"' Gal..,. 

f d' hall be prohibited to .spense or seu, in 
7/ 11 s 

Y e
xpired damaged. substantt ..... any wa • • ._."-

diverted orlllegal medicine. 

81 The phannacy professional shall ensure the 

legality and completeness of a paper· or 

elearonic prescription before any 

dispensation. 

91 After dispensation of medicine in 

accordance with this article, the 

information provided under the 

prescription shall be logged into a paper or 

electronic logbook prepared for this 

purpose, and the prescription shall be filed • 

after being stamped, named, signed and 

dated by the prescriber. 

101 Every professional shall notify the 

regional health regulator or executive 

organ or health regulators at different 

level when he knows of defects 

associated with the quality, safety, and 

efficacy of medicine. 

37. Class!ncatlon or medlclnt and mfdlgl dtvlct 

1/ The classification of any medicine and 

medical device shall be detennined by the 

~ecutive organ based on the nature of the 

product and standard of the health institution. 

V The classification of medicine Issued in 

accordance with sub-article (I) of this 

article shall be as follows: . 
a) medicine that will be available on the 

rflhC mt.+•l- 111\at- fODf:;)).o}o ':f·C~C' < 

advice of a pharmac;y professional; 

without a prescription from an authorized 

pre$Crlber, and available only In 

authorized medicine retail Institution; 
of1t9" at-fl'l' f"t 1~ I 

- - --· -·-- ---



Scanned with CamScanner

fo6orol No..,. 0... No )911° fc"'-Y 2019 ... pop II UT 

f"Y..rml.-fl• At; 

, .... ) Mfl·l·~ f·hn.4'"7, -li'I'C: 1\t\!i:cn- fl"if:J·p•':f· 

utw•t; f"'l.n"·'"' r.rm.(';)).·} ·u·.H':!'··t 
J'.~'/"&-A II 

~~. r !;'tl~-10/ +-n . 38. 

/if '7')~m-,. foa~;)). •} rDJ',,. fllh9"lJ' uo"f{,J' 

h,-&-':f rDJ'.'r Moa&U. I:C:JH A'>M'?Illl­

fi/I"'',J'.rmC·I'rD- rDJ',9" fW''I.J'fi iiDtq"'" 

.rm.t:-;)t·l- wr.,. fllh9"'i" .rm"ft f 1.tJ'JH• 

1'&-·h L'P7f'1·} UJJ'.'r m-m.;J"7'1·} nr,,u.cn-

h ·l-,.,. A f"71;'., ., I.;J• M II·} II 

f/ 'f')~(l)o,. foa~;)).·l- UJf,,. fllhll"lJ' M>"ftf 

h,-&.':(•1 hfiOD~ UJf, .,. hh"-4-J'. IIML'l"Y. 

"''"' t\:Jorl11 rDf.,. lJ~f} .,..,, ... if.,.,. f'Uif 

L:f> 1; 1'11'fR·l- OD.(";)), • .,. UJf,,. tlhll"'i" 

OD"f(.f 1\f. .,.IJ;I•;I•f. f~tl')'l·l- h·l-·l-A 

1\'11:1."1 t"''..J'I'I~·fttfl-') f.('tl~ 10/ 1'fl·l­

,..,,flfJJ')I fh•l-•l-A ~.-C'J ·l- fouiiC::I•l-'i" 1)( 

hfl.,. . .,.,r; "'1\ Ml L 1\ t OD t.JI' 1\ML 'I"''. h'll\· 

t"?.:rot.ofl ~1\~. 'l•l- MO•l-11 

., . . ·, 

b) medicine lhal will be available only on 

the prescription of an authorized 

medical professional, and dispensed by 

a phannacy professional; 

c) medicine lhat will be available only on 

the prescription of an authorized 

medical professional and dispensed by 

a pharmacist professional, and subject 

to lhe control measures prescribed in 

accordance wilh the United Nations 

Conventions on narcotic drugs, 

psychotropic substances, and illicit 

traffic in narcotic drug or psy~hotropi<: 

substances; 

d) medicine dassified in accordance wilh 

the standard of health institutions, and 

e) medicines that will be used for nrc 

diseases or ~nditions. 

Post marketing suryell!ance 

1/ Every manufacturer and imponer, as 
appropriate, shall perform periodic 

monitoring of the quality, safety. and 

efficacy or effe<:tivenC$5 of its 

manufactured or imported medicine and 

medical device. 

2/Every manufacturer, importer, or wholesaler 

of a medicine or medical device shall, 

when required by the executive organ or 

on its own will, perform a postmarketing 

surveillance that would enable it to 

continuously monitor its medicine or 

medical device; establish a vigilance 

system, and fUrnish adverse event 

information and other required 

information. 

--~ ---- · -· ... -. 
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31 The executive org111 may periOdL.-~ 
-~~ undenake post·market survellllllct or 

medicine 111d medical device~ and .. .... } 
ffi!Uire liS manufacturer or Importer 

·~ 
appro~rlate, to cover the IWOCiated COst. 
(mplcmenlotion details shall be 
detcnnalnc by reaulatlon. 

41 The manufacturer or importer of a 
~)' 

medicine or medical device shall be 

responsible for damages caused ts a 

result of quality and safety probltll! 

associated with the Product. 
Implementation details shall be 

determined by regulation. 

39. Pnventlon of IIJegaJ medlr!ne W. 
medltal dsyfse ctrsulatlon 

11 Any person involved in the business of 

medicine and medical device trade 

shall take every precaution to en~ 

the legality of it.s suppliers, use legal 

receipt, and make an immediate repon 

to the executive organ and other 

appropriate Jaw enforcement o111an 

. • when the illegality of the medicine and 

medical device is known to him. 

21 Every medicine and medical device 

found to be illegal shall be confiscated 

by, as appropriate, the executive organ 

or regional health regulator. 

tH 

31 Without prejudice to the provision of 

sub-anicle (2) of this article, the 

executive organ or regional health 

regulator together with the approprilllt 

body shall ensure the appropriate 

disposal of confiscated medicine and 

medical devices. 
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4/ llle exe<:Uiive organ or regional health 

regulator shall pay a cash reward to 

any person who gives infonnation 

leading directly to the apprehension of 

an illegal medicine or medical device. 

40. Refurblthtd 1nd amanufectuad medical 

W!tt 
Every refurbished and remanufactured 

medical device shall: 

a) have a permit from the executive organ; 

b) contain, on its labeling. the word 

"refurbished or remanufactured" as 

appropriate, and a user manual; and 

c) mention the length of its prior use or date 

when it is refurbished or remanufactured. 

41: Public health pgtltidts 

II No person may manufacture, import, export, 

. wholesale, or sell public • health pesticide 

unless the executive organ or a regional 

_health • regulator grants cenificate of 

competence. 

21 Any person who has a cenificate of 

competence in accordance with the provision 

of sub-article (I) of this article shall keep 

and transmit relevant record with regard to 

the public health pesticide it manufactures, 

imports, distributes, or sales to the executive 

organ or regional health regulator . 

3/ Any person who gets a cenificate of 
competence in accordance with this 
provision shall be responsible for 
monitoring and ensure every public health 
pesticide is packaged, transponed, stored, 
or distributed with the least possible risk to 
human. animal, and the environment. . 
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DDDDli'Hl Al\11-1-aa f 

~!. r..n-1- -mn-tt rc+ flt\..,11D'l M' t~D"II-1-
-mn-tt rc+ t.tl-1-
61 ..,.,,.,.,. fl,. flll'll·l- outntl<U rc·l-

..,,.t. ·l- mJ>.r 1\')"'J': mi. V1C ..,(lout•J ·l­

t"''.~lllll' flll'll·l- ODiflll<i!J'III'') 'IIC11C M· 

T//'fr -t.1f M.f..ll"''. "''"' 11"'1./II:Jl!:lll' 

Afi&-C ODIP/.•l- c\.1/lm-~ o(I!J= ~IJ)ol l 

f/ ..,~~ flll'll-l- -mil-t/ rc+ N·hc\hl\ 

J'-11-l- mJ>.r ·t.f..II"U-l- Qlllll' ODfl.f.C·l­

ODwt.+ hTI.+I. M'r1.·~1C /.11-l- oum') 

0'\,t 1\. 't/.411" " " ,q,. .. 

Sl The labellng of every public health ~ 
shall at least be In Amharic language. 

61 The executive orpn shall work With~ 

appropriate bodies to ensure tbt 

manufacture, transpor1, storage, liSe, "14 

disposal of public health pesticide does ~ 
pose a threat to public health. 

42. General 

SestlopTwo 

Cosmetlq 

Every cosmetic product placed on the market 

shall not harm human health when used 

ordinarily or as intended. 

43. Rulstntlop of tt!de institution 

Every manufacturer, importer, and distributor of 

cosmetic shall be registered by the executi~ 

organ. 

«. Coxmetic Not!figtlon apd lggmtients 

1/ No one may manufactUre or impon to trade a 

cosmetic product unless a list of the cosmctk 

and related infonnation is submitted in 

accordance with the operational procedure or 
the executive organ. 

21 A cosmetic may not contain any prohibited 

ingredi~nts or any ingredient above the 

maximum level established by an applicable 

~lr•.ory requirement. 
.l. 
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oofi.LC·f.':f1 f"J/~"1 ffD'M• -mn-t:J' !I"C-l· 

mf.'r f~D-tl-1- oomti<I:J' !I"C·l· 1''- b? 

"lV"~-l·1 "Jhoo"'TI "7h"7:f•l-J "7114-"-At 

"7~~11 mf.!l" ool'f'f' N ·hllhll 'tlD'•• 

P.l h"7'J~CIJo9'" faJofl·l- oomfl-tl rc·l- ,?C 

') hh. f"Y. 'i" ~..,. ., h"J~ AS' . "J~::J '1f {)? 

1A"II'1'lD' r-tmn+ tr'i" rc·l:1 ""''~lD'r 
h."Y.IJII'et M"''e mf.r . "7hC'f1f.ii•~IIA 
oflht\T f"JJ' ;Jl\'1' oolf") Mfl•l-11 

h~A brllt 

rtrlltr M .,. tt'lfr rct:Y. M=t4'-C 

!'JX. nn trqlf ret A' 4.?1: M" =tttlfr 
ret?f 
Iii .,.,~..,.,- (liD' ·hMl.'l-i t.tll'l· fol-rlllf 

ret l\f. t..J-1: 4\f1~ r ·l-rlltr ~c·l-1 

"7r~tr mf.. 01c ~D-fiT "7Milt lllf.r 

n~r" "7h-4./..l\ r·l'hl'lht\ ~·· ' 

Fedcnl Htprio c.- No.l92I'Fdnu<y2019 ........ 11141 

31 Whenever it is necessary to protect public 

health, the . executive organ may ban • 

cosmetic product or its ingredient 

41 Every manufacturer or importer shall be 

responsible for any damage caused as a result 

of the cosmetic it manufactured or imported. 

45. Manufuturlng. storage, transport. and· s•le 
ol cosmetic; 

" • 1/ Every manufacturer of a cosmetic product 

shall make sure that its product is produced 

in accordance with applicable good 

manufacturing practices. t 

11 The manufacturer, importer, distributor, or 

retailer of every cosmetic shall ensure the 

safety of the product during storage, 

, transport. and sale. 

• 
3/ lt shall be prohibited to manufacture, import, 

store, distribute, transport or sell any 

cosmetic or cosmetic raw malerial that is not 

in compliance with this proclamation or 

other applicable regulatory requirements. 

41 Every storage and transport equipment, 

having direct contact with the cosmetic 

product, shall not cause chemical, physical, 

and microbiological contamination. 

PART FIVE 

TOBACCO AND RELATED PRODUCTS 

ADM!N!SJRAT!ON 
46. Tobacco product spesi•l license and rel•ttd 

prod acts 

II No person may manufacture, import, 

wholesale, or distribute any tobacco 

products without having a special license 

fTom the executive organ. 



Scanned with CamScanner

J9l&• r..,._,lOit ... ..._.IIIQ 

.~~:_~~~~~:;~~~~~~;;:; .. ~.:r---~~H~~~:~::~·:N:
0

·::::-:::~:.-~~::~:;: •• '~ rf n l llll v· hall be prohibited to .manufacture 
'lit !(l.U!fl ~ ~~+ _..,. •~ 21 It S ' 

tl""i OD"#tl'l fDf.'r I distribute, aell. or offer to sell Or 
K! rMh+~h \l•t1 - •:IC wholes& e. . . 

:u;. 

,. AA"' rll'l r-tll'ifl ·-de any Electromc Nicotine 1r ?C ' .,..., • .,, impOrt to u• 

IV\ he\? • '}1\"7 "7tl'lfl.'f·• 
1
• System or other related cisarcue rc+ CD I. tnC CD-ll1' {1')., t: De tveT)' 

{l itf"'." ..,~~ofl (Jif,.,. bl' technology product. 
"7rt.-l·• "7I~~A• resem '"g 

.,..Jt-r r·Htllhfl ~CD-'' 
31 

Every tobacco grower and manufacturer shall 
. J> f1l ,,.,. hr t-:f· 

l'f "7')~flt',. t-l-rfllf' hofl f, have the obligation to prevent and COntrQI 
. r ..,.,.l·l-

{1(11' o-l·rllll' "7-fl.,.A fllf• potential harms caused on the health of i1s 

rh'l/·l- nwtr·l'lt=J: M' IU\Itflll. <'If· employees or the environment as a result of 

M.l.t.l'l'l 1-~·l- r-MhA 'i fuucfo''ltnC: tobacco growing or manufacturing. 

'"'lf.:J· MO-l-•• 47• Tobacco oroducts content and dlslosns 

1'11\.'f-9"'1111' rc~ -lJf M' t.H+'f ·tt No one may manufacture. import, wholesale, 

i:J 0""", •"". ql{\• f•l"lt{lhf\ f,JI=l' fl\11-l-') II t-'-~A av""··--11 niiO."l' f . n sell, or offer to se ..,._...... y•""""U 

f ·l-9"'1111' rc-l- "7rl·r I fDI.lMC CD'I'I'l" containing prohibited ingredient by the 

"71'111l·r • n~rll "7114-t..A • -'li'l" ,fDf,.,. . 
fl'ltfot.• "7~lofl N ·hf\hf\ ~ID' •• , . 

!U Hrlll1' rc ·r ~ r 1r ':f (JIM" M-liU. 

ll·rrllll' rc:t- CD-1'11' 1~1 f.tl ·l-1 A.,._... 

>.'i ·l"ll'ir 1-.11t-".f·1 O·Jooaf\h·l' -~ 
_,,, fi\O.'fo ll'r OMl.~"t hlt(l. 

c\mt~ -lXCD-1 r - nm·l- ~Y.:J · ~{\{l·l- 11 
, f.l} t:1?1. n"'taro:t- (Jl~·l- hrtr:Ji 

CDf.'/'" hfi-~ID' f\Ml.~"'l hltf\· 
MflmiD' -a tU"'' 1"11? r-t;'lmiD' 
f1., ~ "7.111'C htf'l M' f, 'fAD- 111>'11'~~ 

h ·M/\M:t- M~"'l ~lJ(I. f'J~t: "'1.1'11'~1 
r-mo~ ~Y.:J· hf\0-l-11 · 

... 

11) "7lt1./CD- (Jif,9"' 11\"1" ,..IH- -I'£Q."7t 

"16r '-11\11111' n..t-1\M·rll.r-1\tt.'f-r 

A f. "'69"' ,t' 1\ Ill' I 

f\ ) nrc·l: h~A 1D'I'I1' (Jl,..,. nrc·l: 
"7it'J.ft oam~{lf M" ~~~ h'I'"C·I: :JC 

1hiL 111\ID' 'r1C 0\J'. r-l·r'1111 "'I;J· 

(Jif,9"' "169"' f"t<I>J'.(; "7"11..""'1 filii 

executive organ. ' ' 
I 

21 Every tobacco mi!'uf~ret or Un~ 
shall maintain and, upon request, provide 
information about ingredients used in the 
manufacture of each of their tobacco 
product, its emission, or any other 
information about the product to the 
executive organ. If the executive organ 
receives legally protected trade ~during 
implementation of this sub-article and the 
manufactUrer or importer declared the same 
in writing, the executive organ shall have 
the duty to protect its confidentiality. 

3/ No peTSon shall manufacture. import. 

wholesale, distribute, ,sell, or offer for sale 

any tobacco product that: 

a) has a characterizing flavor, whether or not 

the product. packaging indicates that lbe 

product has a characterizing flavor, 

b) contains a flavoring in any of its com~~ 

or the packaging. wrapping or any tecbnitil 

feature of the product allowing modifieatiOII 

of the smell or taste of the product; 
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c) Contains one or more lldditives witll 

. properties associated or likely to be 

associated with enerzy or villlity, 1 heallh 

benefit, or redU<:ed health risk. such as but 

• not limited to, amino ~eids, e~ffeine, teuriae 

or other stimulants, vitamins, 1nd minenls, 

or Is represented or suggested as containing .. 
In)' such lldditives or as hiving such 

.... 
l t l 

'I • 

d) conllins a colorant to change the color of 
. •, 

tobacco smoke; or 

e) does not conform to other tobiCco product 

. requirements lldopted by the executive 

rc:-l·1' .,.,.l.~·· 
.,,_'1'1~·· o~r11 

mi. 111c: CP-tl1' organ. . . 
-'111'1 .,h<f.LAI , • I 

.,,,.,. mtlfr.:fr. N·hl\lu\ 'lCD-•• · 1 • l • 

t+rtlll rc+? .,can M' -m+r 48. Prohibition of smo)dng !Dd tob•ew use In 
nA-thAhAR+ P:J: pyblle p!ues 

Iii .,,\'.,.,- 1\CP- hOC: -All Ill\ 1\tnlofl h~:t· 

flirt .,\'CD-r fl:"• hOC -All ·· ql\ 

.,\'.,.,. r pt,. fi:J·• 011'1\.r rtnlofl 

-"""" M' n,?t,. -'i "' n.+ n.,l\'CD-r 
',?t,. _.,A., fi;J• "'· .,6Q/j ,,.,. 

....,...., _"'.,.. f•thl\hl\ .,.,. .. 
~ 

I/ lhi.U .hl+~ ?Qon-1\l+~ (6) _,.t+. "7£.Q.tl 

.,,.,. -l·rotllll -m+r o-thl\hl\ilr.~ 
ltfiC -An f'lt\o Atnlofl h~+ f1lno . fi:J•po'f ' 

"~ r pt,. P:1"1''f MPC -s+c '""' .,.II,. 
f'IA -"Hl.f OCt IIIOIIfl+ fPf,r MC ,,_ 

..,.... 1\,fn'lf'l R"'t'fA. M ll:J• Cll"il1' "7£.Q./I 

. f-thAhA till'•• 

1!1 ftLU J\lt~ .,,,.,,.~\.,.,.~ (I) n.crcr 
n.,.,,.,.,. '""~ ,..",., ,_.,.,P+ 
·l'tt1-t fW~t·l' AU~~+ "~ ".('"'ee- hS6 

,_+ R;l":f Alft -"" MA .,A-+ M,ID'A 

·. 

" ·No. person rnay smoke or use tobacco products 

in In)' Pan of all indOOI' wonpllces, all indOOI' 
I , 

public piiCCS, on all metnS of public 1r1115p0r1, 

lnd in all common areas within condominium 

housin&S-

.. 
.. ' . 

21 No person may smoke or use tobiCco in 1ny 

outdoOr space thai is within ten meters of 

•• lny doorway, operable window, or air intake 

medllnism of 1ny public piece or workplace 

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

I 'l I ·•t 'I 

1• 3/ Notwithstanding, to. sub-article (2) of this 

• article, s~ing In any outdoor put of 

, • • • healthcue , , facilities, government . . 
institutions, facilities including schools 
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, . , .. intended maii)IY for chlldreil 'or YoUth Undef 
• , ... the age off l, . high~r ~ucation institutions. 

.• • youth centers, amusement parks, and In) 

• other places.as dctetmlned by the executive 

,-,.~.~rgan .or regional . health regulators shall be 

- .. pr~hibited .. . ·' :: ; , , 

. . . . . .. . " . ,. 

•• 

., ' 

l • 

!'IJ1. 1111 +rl!tr rc+ 1ft~ . 
Iii At:"lCD- h?i li tt-·l- n:J·l · lltr~ · tiOJo 

04>1';J"r tl'~ O·NI'P'f't f•}Y"fltl' Y"C·l-') . ~ . .. . 
ooifT OJf,9" hti/i <too•} (J;J•l • lltf~ I'IID' 

.• f 0 ,. t • • } • '\: t I 

49. Tobacco'produds sale .. ' 
' If The sell of tobacco produc~ by and to any 

• ~ " t,• .. ~. • 

person under the age of 21 shall be 

). • ·· · prohibiiid·. ';J:'"'" 1 ~ 

A1.1lif1' .,1:~? f ·t-Mhll ~m-11 
., . .. !.. 1' • • 

- fl OllU "'"~ ODI.U~·l- . ·l-y-l)tf .,tAll M' ' .. ~ ,. . ·' ~· .. 21 It ~all be. prohibited to sell tobacco 

oom<f'9" O·t-hi\hf'l.fl:fm- (I;J·sP":f· ~TC '?II. 
l • "' I \ ~ r·j p~~ucts. wit,hin -~~ndred meters of the 

pre.mise .. of ,h_ca, lth ..• institutions, schools, •fl1' M" n.,')'I"ID'9" rm.t; " .,.!1:9"• 
' " I • ; '\" r 

-l-9"uc+ fL·l- ,.,...,'?,....·} .,.!~:,. M' fm"l ·l- ..• . •:.!I' ~d yout.h , ce~~e~: where. smoking and 

. tobacco . use is . prohibited under this • .,c)IJII·l- /if ·"1·1-c· IM.f ':0}9"fltl',,.~ifT 
\. • ,l \ " (".., \ . . . ~:.-\ · · "'.' ~"' 

f.,.hllh/1 ~CJ)o II - 1'''l ::.A ·. . prochu:nation. , .• , , -4 

• l - • • t I 

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

•:,: produc,ts to ~ ,s?l,d or ·enable or facilitate 
• . such sale: by any other m~s, including via 
1 

L. the internet,' mail or' t~i«:ommunication Of 

Cl .,:J,.CD-9" tiCD- fh. 'HCl.·h f :rfl;J•' At; ' · 
fTII.I•'''U.tL7f1 7ff•~-,' 6U9"C' .'f .... ·• At; . 

1lfr Oht!A n..; M'i''f.IJ·l- rl9"1'r ·r~.eH . 
11.1\ ,,., +in~.. ~lltl' 9"C·l-, ODifTI 
A1.1l1fT .,ll~A · mf.9" A1.1l.U '.j,;~:,,.,' 
7f.f~ .,OD~TT f •,.h/lh/1 ~CD' I I ' ,, > fl 

" through any means by which the purchaser 
v • . ~d sel!er are n.ot · in , the same physical 

location. '· ' •· · · ' 
., • ' f \'. «.. •• • 6 , •· . r '' • 1 ', .. ,. "':. • .,,_l-"\: ·• 

-' • .,.,,.CD-9" . -l-9"1111'. f~if.IJlCD- 'l.f f\.;J~f>lj1 .•.• 4{.}'oba~co prpducts !llay only be sold in intJCI 

• • ll.fll IJA.,.hl..,. .7'h·} mf.9" llhfl~:"l. · • , •. packages ~ntaini~~ 20 ~i~k~ or consisting 

: ~ htzf'\. · ll':"l.mtl1 f·l-l'.:"fltl' <IITC, .fD.J}~ · ,1 •• ' ) of~~. soec~fi~ ·weight\~~ ~rescribed by the 
• • d o 1.1. , ~~ ,\, l\ (,l• l 'l l 

~ '. tJotJ~.'f- ODIP~·} ~ID'H .,. I II';, ,, , • ,, exeC~ftive organ. • " · 
• • • , •• ,, ·: 1 ,,·,·. t, 

'(;f . flf.'i' y-eo}? .,9"~·h· mi. IJ1C,. m-flT 

.,fl1fl-l-l .,h.,:f·}J .,h4.LA I' tfl7f.f*t.~. 

.,~~o(J IDf.y- DDifT f•Ntl\hll ~ID'r 
1 

I ' lf.'f'),- If~ .,1,.,1J)o19" 't.f.H f·}~fllf , 
y-c·l- ll.,fliii.ll • mf.9" ll.,llm<f'9" 

• • I 

f"''.II;J~ ' f1'"11: Pt- .·f·t-hllhll ~mo. ~ •··' · 
I • :· '?, 1, I . 

•• 51 It shall be Pr9hibitcd to ~facture, import. 

' ·: 'I store, ~hoJ~S!l\e. di~rib!J,te, sell, or offer to 

.. sell-any shisha product. A trad ct' 't·y that .. . .. . ea lVI 

, .1 is intended to pro 'd 1 · . f , , .,, . , va e apace for smok1ngo 
. . shisha or other t'2.... · ' · 1 • ._,.. . · •• \ VV<ICCO products shall be 

tA ~., • r 9 

, • prohibited. • · • 
/11 4' ,- ""• H P 0 ,• ,. l \ ' . . ' . . ... . • ' . . . ', ' 

. -~ 
I u '• 
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50. Duty to enforce tobacco-free provisions 

II 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 placcl 

11 The owner or another responsible person of the 
public place or conveyance, or, in the case of a 
workplace. the employer or another 
appropriate person, shall post clear and 
prominent notices regarding the prohibition of 
tobacco smoking and use along with its 
corresponding "no-smokingn sign. 

S l. Prot!ftion -eainst tobacco Industry 
Interference 

I/ Interactions between any government organ 

responsible for the 'adoption of public 

health policy and the tobacco industry 

shall be Jimited to only those strictly 

n!fesSBJ)' for effective regulation of the 

tobacco industry or tobacco products. 

11 Any interaction made in accordance with 

sub-article (I) of this article, and whenever 

the tobacco industry contacts the 

government to initiate an interaction of 

any kind, the appropriate government 

official shall ensure full transparency of 

the interaction and of the contact, and it 

shall be appropriately documented. 

3/ No person having financial or other 

interest in the tobacco industry may 

panicipatc in tobacco control training, 

workshop, or related events unless in 

accordance with an invitation by the 

relevant health regul ator~ 
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4/ No govetntrtent orgart or an ofliclal 

working In ~he area of health polky should 

receive any financial or in-kind 

contribution from the tobacco industry. A 

government organ may receive 

contribution from the tobacco industry in 

accordance with sub-anicle (5) of this 

article. 

Sl Any financial or in-kind charitable or any 

other related contribution by a tobacco 

industry shall be prohibited. 

52. Tobacco taxation, and prevention and, 
control or Illicit trade in tobacco products 

1/ The federal government organ responsible 

for initiating the country's tax policy shaH 

levy a tax on tobacco products consistent 

~ittl the World Health Organization 

Framework Convention on Tobacco 

Control which Ethiopia has "'tificd . . 
21 The responsible sponsible government 

sponsible government organ shall control 

illicit trade in tobacco products in 

accordance with the World Health 

Organization Framework Convention on 

Tobacco Control which Ethiopia has ratified. 

PARJSJX 

LABELING. PACKAGING. ADVERTISEMENT1 

PROMOTION, AND PROHIBITIONS 

53. General 

II Any product regulated under this 
proclamation: 

a) shall be appropriately packed and contain 

labeling on its primary packaging; 

b) its packaging material shall not 

contaminate the product and comply 

wit~ standard issued by the appropriate 

body; and 
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·c) its labeling shall not be misleading and 

contain information that is inaccurate. 

2/ The primary packaging of a packed food and 

cosmetic shall have a label in Amharic or 

English language. The executive organ may 

by a directive determine labeling 

requirement different from Amharic or 

Eng'lish language. or the primary packag.ing. 

31 The insert iabeling of medicine that is • 

included in the national essential medicine 

list or widely circulated in the market s hall 

be in Amharic and in English. If the 

intended distribution of the medicine is 

limited to one region, its insert labeling shall 

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

working language . 
• 

4/ Notwithstanding to sub-article (3) of this 

article, the executive organ by a directive shall 

determine different labeling requirement other 

medicine and medical d~ices. 

Sf No person may import or place into use of 

any medicine or medical device unless its 

fabeJiing cont~ns a barcode. 

61 Every manufacturer or importer shall provide 

the labeling of its cosmetic when making 

notification to the executive organ. 

7/ The manufacturer or importer of a medicine 

shall, affix the medicine' retail price, in 

Ethiopian currency, on its labelling before 

placing the product on the market. 
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!4, Food packaglna •nd l•brl!ng 

, 

Wilhout prejudice to general ltbelina 

provisions provided under this part: 

a) Fortified food labeling shall contain 

description about the type of 

micronutrient used to enrich the fOOd; 

b) Labeling, description, or advertisement of 

any food supplement shall not rC!ll'esent 

to be used in disease prevention, 

treatment, or cure, or in any way 

characterize as a medicine; • 

c) A food containing genetically modified 

element may only be placed on the market 

if it is packaged and its ·label ~tains lite 

phrase "genetically modified" "genetically 

mod~fied organism" or other comparable 

description. 

d) Labeling of irradiated food shall contain 

the phrase "irradiated" or the 

'' internationally accepted radura symbol 

· • · indicating a food product has been 

irradiated with ionizing radiation may be 

placed besides the labeling. 

e) If the food product contains milk and milk 

products, fish and shellfish, wheat, barley, 

peanuts, soybeans, and other food 

allergenic . its labeling, shall clearly 

describe its content. 
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55. L!bcling of a!rohol drinks 

' IIII.U h'I:A hm?'\f, I:');J"l. f ·l·+uom· 
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uo"ttl 1\-~·l- "lltlh?-Ci M A"'I'\•·l-

f"'l.(J)ot\" f"''.A 'I il-L" 

f,'JI}A II 
... . 

II The label of every alcoholic drink prepared at 

a factory level and provided for p~~blic use 

shall contain its alcoholic volume and a 

warning that alcohol .. consumption may 

cause heahh ,probl~ ,and ~omen should 

not drink alcoholic_.drinks during pregnancy 

• because of the risk of birth defect • 
• • 

1 
21 The label of every alcoholic drink prepared at a 

factory level with a volume of less th:m I 00.4 
t • . ' r \ • 

shall contain the product's expiration date. . . ' 
.... ... .. ~ 

56. Parkaeing end lebeling of mec!irine and 

mediul deylt e 

Without prejudice to general labelilll! provisions 

, ~ , provided under this part: 

II The i~l of every in-vi~ medical device 

shal l contain the phrase ~for' medical use". 

• # •. I' • 
I I . . ... ~ '\: 

~~ -1:;)).·1: UJf.r · ruhr'l ur>"ttl.,. l 

11rc.rc.• ll·l-ruc·l-! 1111hr'l -ht-

mr.w- 1111.11 hm.'l 111--L• lltl'~ MA.,~·l-
f"Y.(J)oA lltf) /11\"'l.CD-AII·l- 'til., f"!.'JA~ ·' 

21 ·Where the . medicine or medical device is 

intended ' for research •. education, clinical 

trial, or any other comparable non-medical 

use. ~~ l~ling shall contain the purpose for 

which it is intended to be used. 
t ·, \ 

_'IIIOV, ~-II"~: ll.'i ~,. f. 'lilA II 

1~1 "-\.~C. M :ll-t -~:;)t·l- A'l ruhr'l 

UIJ"ftf f"''.II+(J)o') ~~r. llllt• ;l·lt"''.cP-1'1 
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f "'1. ':f II· h f.."J p> ':f· 1 lll\ _.,.'Ill f"''. 1 A ~ · 
DDal' 1\t; 111•1." ~·IJ-~ 1\'i~G)o f.'lllAII 

--

')/ The ' labeling of radiopharmaceuticals and 

radiation emitting · nledical device shall 

contain information sufficient for the patient 

and use!S to identify radiation protection 

method, inappropriate use, and possible 

risks associated with the installation of the 

product, as appropriate. 
·.' 

. " ' io "' t ; •I•.. • • 

• II • 1\ 

---- j 
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S7. Jobmo products htal!b ~,111~ 
packaging. and labeling ~ 

11 The packaalna ·or any tobacco product Shall 

contain rotating health warnings and me.. ••• 
' --c~ 

that are comprised of combined images a!ld 

full-color pictures In accordance WIIJt 

requirements set by the executive organ. 

21 The health warnings and messages l'equilld 

ln accordance with sub-article (I) of this 

article shall be displayed on no less !hill 

70% of the front and back side of each 

principal display area of its packaging and 

labeling, not counting the space taken up by 

any border surrounding the health waming. 

3/ Any misleading statement or presentation on 
the outside packaging and labeling of 
tobacco products with tllc likely effect 10 
create an erroneous impression about the 
product's characteristics, health effects, 
hazards or emissions, or any expression or 
presentation purporting to signify one 
tobacco product has lesser harm compared 
to other tobacco product shall be prohibited. 

41 Any t~, descriptor, trademark, figurative, 

color, or other sign of any kind that direotly or 

' indirecily creates or i; likely to create the false 

impression that a particular tobacco product is 

' less harmful than otheri, including the tenns 

"low tar~, "light", "ultra light", or "mild", 

"eKtra", and "ulua" and- similar terms or 

expressions shall be prohibited .. 

/if fllltJ 1\'f~ ODIP{.•} <fi'J''J'C. f"Y,~{.•Ifl•l-
58. Advertising and Promotion • 

"7'}'J'GJo?" li"C.·.,. "''fi;J·m4:.r · mf,V" f 

TC''I"'ff') h"Yit'fH f"Y.·I''\1\<j: uot.1f 

·l-hhi\1'11 .rA•,..IIJI ·l''lfl. M' fi~·'I"?IJC") 

fmfl+ lf'i flrUJ M·~ M' 1'1?1111 IJ't:fiD' 

il.c\•'f U'):f· f ·l'+-m- ODfiLC·F.'f') "?hflc: 
hilfl•}u 

II The. content .of every advertisement and 

pro!"otion of a ,r:egulated product shall not 

be false and mi~leading, be appropriate and 

ethical, and 'comply with requirements of 

this proclamation and other applicable Jaws. 
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21 Every mass media and advertisement 

di~minator shall have the duty to comply 

with a dii'Cdive issued in accordance with 

this pro<:lamation. 

3{ The advertiser and advertisement disseminator 
of any regulated produa, and if the subject is 
promotion, lhe distributor or another person 
who caused the distribution of any 
promotional materials wl'licb includes 
medicine and medical device promotion agent, 
shall have joint and several responsibilities 
with regard to compliance with this 
pro<:lamation and other applicable laws. 

4/lnfmt fonnula may not be advertised through 

• any advertisement • dissemination means 

except for the labeling on the product. 

!iii. 1111 -~:)t~ ,~,. 
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oro motion 
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II Unless subject to exceptions defined under a 

directive issued by the executive organ, it 

shall be illegti to advertise any medicine 

through a means of advertisement 

dissemination. 

• 21 Any direct advertisement or promotion made 

in-person to a health professional shall be 

through a medicine or medic:al device 

promoter who is duly authorized by the 

executive orpn. 

31 Unless it falls under the maximum allowable 

gift or giving as defined by a directive 

issued to implement this proclamation, it 

shall be prohibited to otTer or give, directly 

or indirectly, any finan~ial, in-kind or 

comparable benefit to a health professional 

in rebtion to promotion to health 

professionals. 
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.,.~1'-':f· ,?C: fl"7 f f11 alf.SI" flfl.'\ ua'}11: 4:C:1·l-
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redml Nc..,;i 0uot1o No 3921"F<~>Noryl019 . ...,.11 1S
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4/ It shall be Illegal to advertise medicine lll(l 

medical de~ices or promote within h~th 

institution unless the appropriate e)(..,.. .. · 
••wtl\'t 

organ grants permission to the 

advertisement. 

60. Alrohollc drink advertising and promoti2! 

II Any advertisement of an alcoholic PrOduct 

shall contain a warning, as appropriate in 

writing or sound, that It Is illegal to sell it to 

a person under the age of 18. 

2/lt shall be prohibited to directly or indirectly 

advertise alcoholic drinks in places of public 

gathering and sportina: street. condominium 

and other places by unreasonably decreasing 

the size of the warning. 

3/ Any manufacturer, importer or distributor ;f 
alcoholic drinks whose volume is more than 

I 0% shall not directly or indirectly sponsor 

public and government holiday, exhibition, 

sports event, school event and other related 

youth-centered events. 

4/ advertising any alcoholic drink through board 

is prohibited. This restriction shall be 

applicable on any direct or indir«1 

advertisement that connects a brand name.. 

emblem tr.id k, . . -·' • emar logo, organ1zauo~ 

embalm, or any other distinctive feature of 

alcohol Product with non-alcoholic 

products, services, or matters 

• • 

, 
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51 It shall be prohibited to advertise alcoholic 

drink by associating it with any lottery 

system or through billboard. Details shall be 

determined by regulation or directive issued 

to implement this proclamalion. 

61 Additional restriction regarding the time, 

place, and manner of alcohol advertisement 

and promotion may be determined by a 

regulation issued to implement this 

proclamation. 86. r+rrur rc+., 
fl?"')llC "7r:~., 

"7fi:J:CD~t Tt:'~-l- At; 61. Tobam> produc;ts advertising. promotion, 

Iii f,IJ") M'~ f\"7f1LJIY" fi''?.CD'IJ inum(.y 

uniP(.·r N·L.,.·I. -t.Jt '•Atrt llll·l·.,.r. 

"7')r,'(J)o')Y" f·l-Y"IJtr Y"c:·.,.'l ll•l"r:J·Y" tr~ 

-fl•f'll'i"P6 "lll·f''f'ID~t '1"r.'.,. • .,. mf,<J-

II? .. MC: "7¥:~·1 f ·l'hl\ht\ tm-11 

!U fii.U 1tt.,.tt.· ')Oofl·h'J.,.A' (li) lun?l\f. 

h1"t'\1t.' A ')f.·f'mll+ tf'i• 

U) "7')r,'(J)o')Y" N·~IJtf 'rC·.,. "711•1'9'cJJol>t 

1'r.''f'·l- ., ¥:1.-J cJJJ',.,. fl?'')flt:?l', ,. 

"7)t'l'l~· 

1\) r·l-rtJtf') rc:·l-1 1\.J'Il·~m-:t- CD/.Y" 

f .,.,"'' A . )1C') 1'C''f'·l- 1\.f I.C? - , ... ·~, 

ll'"71r.'IP'.,. tiD')1f: ..,.,..,., "711·,..,.1 
.,. .. ./_ 7f .., f:(.., , 

., (l(r!IU. ·l- fiJ f,.,. #>V' 

t'"7fi:J·m4!f• ,.e.,.·l- "7f:t.7.J' M" 

fil?'')flCi'l'."t' t1D1Mf" "711•1'9"' (Df,'r 

·Mir'lf "7f:t.-J• At; 
.,. I~H· tiDW~':f·s :1·'1'4! 

,h) A, 1. "t -tJ' cJJ" ..,, 'i' m-r 
... ,. tJJf • .,.. . 1\.'\ ·I'II:J•,I,l 

')(ICi'l'. •t' tun:J• ·1'4'111· (Df,r 
rn:r r"t.r-:P'f· 1."" 
"., ... ., 'J f, )¥1 Ill":'' ~ 

11
...,,r;tm-r ,.,..,.lltf rc· 

n-an ·re.,.·'l- "7f:t.., cJJ.f',<r = 

'ffi;J•tJJ<f!J'I .,..11·1'~ Nhl\tll'l ) CD' II 
(l;r')flCi'l'.'t' 1\f. 

and seonsonhlp . 
II Unless it is legitimate expression as defined 

by a directive issued to implement this 

proclamation, all direct or indirect tobacco 

prodiiCIS advertising. promotion or 

sponsorship shall be prohibit!'(~. 

21 Without prejudice to su~lr1icle (I) of this 

1r1icle, no person may 

a) initiate any tobacco products 

advertising. promotion, or 

sponsorship; 

b) produce, publish, distribute, or make 

accessible any tobacco products 

advertising. promotion, or 

-· sponsorship content; or 

c) engage or par1icipate in any toblcco 

products advertising, promotion, or 

sponsorship as media or event 

·organizer, celebrity or other 

participant, as a recipient of any 

sponsorship contribution, or as an 

intermediary that facilitates any such 

contribution. 
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,..,.ll..,.A '7t:'l'71 
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11"C-l- ')?t:' CP-111' fl-71'1111-l- -+OAt 

~ '7&-'1~ tStf.v- 1\'7&-'1~ oa+OA I 

~I 011.11 1\~~ ...-l-1- r..,_,t'7i .. ,.,.c M 

i' .n'ir f' .. 1'1'C P'&- MLI\'l,ID''} -l-ililC 
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'!.1 f,IJ'}') 1\'P~ A'i 1\'P)I:') fl-7liL"9" f'..,_tSt,.. 
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31 Toblc:co products in retail 1hops .t1a1J be 

piKed behind or under dtc COUIIIer so Chit 
any customer may not directly grasp or'­

theprodud. 

62. Probl bltlons 

Without Jnjudic:e to other prohibitions defined 
under this proclamation and other &pprorxiae 

laws, the following IdS are prohibited: 

II The doing of any ad ~ilich causes a 

regulated product to be adu~ 

misbranded, counterfeited. and substandazd; 

'2J poisoning a food by mixing any substance 

that is delelerious to human health; 

31 The trading of or provision to the public of 

any adulterated, sub-standard, .misbnnded, 

and counterfeit prod~ 

4/ The rec:eipl to trade a regulated procluQ that 

is adulterated, sub-standard, 'fl1islnnded, 

counterfeit, and the delivery or proft'eml 

delivery thereof for pay or otherwise; 

51 The refusal or obstruction of inspection IIIII 

related activities as authorized under this 
proclamation; 

61 Mobile sale of medicines and medical 

devices; and 

11 Conducting trade in regulated products in 

contravention to regulations, directives or 

other laws issued to implement this 
proclamati , on. 
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POWER. fUNCJJON. ANp RESPONSIDILIIT 

OF INSPECTORS 

63. Power and resoonslbilitln 

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

' 
II enter, during working hours, in any licensed 

institution which holds any regulated product 
·and conduct investigation and order its 
temporary clo>ure; order " "'&ulated product to 
be kept separately until laboratory resull is 

• known: to detain and seile, or order the storage 
without removal or alteration of, any product or 
another thing related to the product; 

' 

2J If the institution or place where the regulated 
product is held is not registered by the 
executive organ or regional health regulator, 
enter with a court ordet- and take legal 
measures; 

3/ to stop any vehicle or other means of 
transport in which .the inspector knows It 
carries non-complying regulated products, 
and open, search, take sample of the 
'product, and detain or seiu the product: . 

• 41 inspect regulated products and raw materials 
at ports of. entry and exist; 

51 enter, inspect and take legal measures. 

without court order, into a licensed 

institution during its off work hours and any 

other place if it held a regulated products 
' I 

which the inspector has sufficient reAson to 

believe that it endangers public health and 

the product or o.ther evidence is likely to 

disappear, · be altered. or concealed, and 

notify such action to a nearby court oflaw; 

----

I 

I 
I 

I 
I 

I 
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M"'IJfl- ""111111f~D-'J h"'IJofl ltfl• fl.'l 
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61 to examine, open, or test 1 

equipment, toola. materlala. or 111~ 
lrupector rcuonably believes It lied .. 
capable of being used for lllldtlllde Ia Gr 

reaulated product; .. 

71 10 examine and make copies or ot Ilona .., 
documents, notea. nrea. lll(ludina ~ 

files, or other recorda lhe 1~ 
reasonably believes might ~ 

information relevant to ~ 

compliance with the law: take samples Gr 

component of a product, ~ 

. photographs, and video of a ~ 

product; 

8/ to order laboratory examination throup tilt 

executive organ or regional health ·reau~eror 

of any product the inspectOr IUIOIIIbly 

believes miaht be adulterated, ~ 

noncompliant or otherwise dangerous 1o 

public health and, until the laboratory raul! 

is known, quarantine such i~ for a 

period of time as defined by rquJalioa 

issued to implement this proclamllion; 

91 inspect the proper disposal of rqulaled 

products when they expire or when they.., 

confirmed to be unfit fot usc in ~ 

with this proclamation; and 

I <W to enter any time in any public place wfiCR 
tobacco smoking or usc is prohibited. IIIII 
during wort<ina hour In · any ~ 
public conveyance and other pl1ces wllci'C 
toblcco smoking and use Is prohibited 
conduct inspections and tlke lqll measure-
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64. Rf'!pon~lblllll~ or lnU!fciO!l 

Every inspector: 

1/ before conducting any inspection activity, 

shall present his identification card or 

credential, and introduce his identity and 

organization, the reason for the visit and 

legal power to enter and inspect regulated 

products and institutions. • 
21 shall recognize, collect and present 

admissible evidence including sample. 

measurement, a copy of a document, 

photograph, video recording and a copy of 

records to support an appropriate legal 

measure on the institution. 

31 shall, while exercising his powers and 

responsibilities, take due care to ac:t within 

the legal limit, in accordance with applicable 

laws and codes of ethics, and in a reasonable 

manner to achieve the purpose of this 

proclamation. 

41 shall report to the executive organ or regional 

health regulator any non-compliance known 

to him with this proclamation and other laws 

issued to implement the proclamation_ 

51 shall respect orders from higher official and 
' I 

discharge responsibilities ~th the necessary 

·care. diligence, honesty, and timeliness . 

6/ shall maintain the confidentiality of every 

information and document he gets due to his 

responsibility. -

7/ shall observe new work procedure that is 

adopted by the executive organ or regional 

health regulator and Intended to implement 

its power and responsibilities efficiently. 

· . 
• 
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. PARTEIGHI 

ADMINISTRATIVE MEASURE ANJ! 

PENAL'D' 

65. Mmlp!strJtlyt mePJUm 

II Where a regulated product or a holder of 
1
, 

certificate of registration, certificate or 

competence or other license Is found In 

any way to be in violation or this 

proclamation or other applicable laws, the 

executive organ or regional heaJih 

regulator shall take, depending on the 

severity of the non-compliance, ooe or 

more of the administrative measures 

defined under this article. 

21 A warning letter may be issued to any 

person who unintentionally violates lhe 

provision of this proclamation or other Jaw 
issued to implement this proclamation for 

the first time, and the non-compliance 

does not cause any bairn to human health, 

body, or life. 

~ 3/ If the non-compliance committed by any 

regulated person would cause minor harm, 

as defined by a directive to implement this 

proclamation, its registration certifiCite, 

certificate of competence, or other license 

may be suspended, and it may be revoked 

if the violation would cause major harm to 

human health, body,or life., 

4/ Where any regulated produc.t is suspected 

~\o violate applicable requirements and 

there exist a reasonable ground to doubt 

the non-compliance, it may be detained 

until laboratory or other examination is 

p..rformed on the sample . 
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Sl Who-e any rrgulated product is coofinned 
to violate applicable rtgUiatOI}' 
requirements it may be, as appropriate, 
seized, confiscated, or disposed or 
returned to its country of origin at 1M 
owner's cost. 

61 Notwithstanding to sub-article (S) of this 

article, the product in appropriate 

circumstances, may be ddained at owner's 

expense until suc;h time if relabeling. 

r~ging. or similar other c:o1rective 

measures would place the prodlld in 

compliance with this proclamation. 

7/ Where a regubled product is in 

~travention of applicable laws and, the use 

or exposure to this product will hllj·e advcnc 

health consequences or would result in death 

the responsible person shall be ordmd to 

recall their marketed produc:ts and to 

immediately cease distn'bution. 

81 The import of a regulated product that is 

found to be frequently non-complying 

with this proclamation or ocher applicable 
' laws may be temporarily or permanently 

barfed. 

91 When a person is criminally convicted due 
to act that is directly related to works in 
regulated products or services under this 
proclamation, the executive organ or 
regional health regulator may debar sud! 
person !Tom engaging in such works. 

I 01 The executive organ ani! regional health 

regulator, in ICCOI"dance with a rqulation 

issued to implement this proc:lamalion or 

o~er appropriate law, may take a civil 

pen.!ty lndependen~y or togetller with 
"" ·· · 

another administratm, measure. . '· 

t 
I 
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66.Comp an 

11 A complaint . handling organ shaJJ be 

establ ished by the executive orga, Or 

regional health regulator to handle 

complaints when a regulated J>CTSon Who 

believes that any administrative measlllt 

that was taken on its product, institution Or 

itself, or the denial o( a legitimate service 

under this proclamation inappropriate, 
1101 

proportional or illegal. 

21 The complainant shall have the right to be 

heard by the complaint ~ling llflan 

established in accordance with this article, 

and may lodge a written complaint, proffer 

evidence, respond to answer, and request 

copy of decision. 

3/ Any complaint to be made in ac:c:ordanc:e wilh 

this article shall be lodged within 31) Working 

days from the date of final decision by the 

process owner of the executive orpn or 

regional health regulator or from the date or 
confirmation of the decision by the hi&)ler 

official of !}te executive organ or regional 

health regulator. The complaint, however, may .. . 
be directly brought before the complaint 

handling organ, if the higher official of the 

executive organ or regional health regulator 

doesn't decide it within S working days. 

4/ The complaint handling organ that received 

a complaint in ac:cordancie with s.ubarticle 

(I) of this article shall render its decision 

within 60 working days from the dale it 

receives a complete complaint 

51 A final decision rendered by the complaint 

handling orgl)n in accordance with this 

article may be appealed to the appropriatt 

cour. oflaw. 

, 
I 
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67, Penalty 

If Any person who, by sub-standardizing, 

misbranding. or counterfeiting a regulated 

product, manufactures, . import, store. 

wholesale or sell it in retail; or provide or 

distribute for use by the public shall be 

punishable by simple imprisonment for not 

exceeding three years and a fine not 

exceeding Birr two hundred thousand. If the 

product's defect would cause grave harm to 

human health or life, he shall be punishable 

by imprisonment,not exceeding seven years 

and a fine not exceeding Birr five hundred 

thousand. 

21 If, due to the action described 'Under sub­

article (I) ofthis article, 

a) harm is caused on the body or health of 

any person, he shall be punishable by 

imprisonment from seven years to fifteen 

years, and a fine from Birr twenty 

thousand to Birr three hundred thousand. 

b) any person died, he shall be punishable by 

imprisonment from len years to twenty 

years, and a fine from Birr thirty 

thousand to Birr four hundred thousand. 

3/ If the person commits the crime described 

under sub-article (I) and (2) of this article 

negligently, he shall be punished by 

imprisonment for not exceeding three years 

and with fine not exceeding Birr fifty 

thousand. 

4/ Any person who, without a registration, 

marketing authorization, certificate of 

competence or other authorization as 

required under this pt'OClamation and other 
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law issued to Implement this proclarn.· 

or using a falsified document, manu~ IOQ, 
. acturtl, 

import, store, wholesale 'or sale 11• 1•0 r~l· 
or provide or distribute for lUe by lh ' 

e~r 

shall have its product confiscated IC • 

' hbl b.. llld~~t pums a e y •mpnsonment from ~ 

years to five years and with a fine rlllln 

Birr five thousand to Birr one hlllldrQj 

thousand. If the crime provided under SUO. 

article (I) and (2) of th is article is 

commined without a certificate of 
competence or using a falsified dOCUJncnt 

the penalty of this article shalt bt 

additionally applicable. 

51 Any person who has a registration certificate: . 
marketing authorization, certificate of 

competence or· other license under this 

proclamation and other law issued 10 

implemeni this • proclamation and transfers 

the same to a third person, or anyone wllo 

received such document illegitimately shall 

be punishable by imprisonment from one 

year to five years and with a fine from Birr 

ten thousand to Birr one hundred thousand. 

61 Any person who, in any way, prevents oc 

impedes the WQrk of inspector as assigned 

under this proclamation, or in any way 

.obstruct inspectors from gening evidence or 

hide or conceal such evidence from 

inspectorS, give false statement or 

documents during their work, or attempts to 

do the preceding acts shall be punishable 

with imprisonme t fi n rom one year to live 
years. If it causes harm to .the person, body. 
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or possession of an inspector assigned under 

this proclamation and who is on duty shall 

be punishable by imprisonment from three 

years to fift«n years. 

7/ Any person who sales medicine, medical 

device or related products without having 

!he necessary qualification, or causes lhe 

sale or offer for sale of such product by 

unqualified person shall be punishable from 

three years to seven years and a fine from 

Birr ten thousand to Birr one hundred 

thousand. 

81 Any person who prescribes, sales, dispenses, 

or gives medicine without prescription or 

with unauthorized prescription m 

contrnention to this proclamation and olher 

la"!s issued to implement !his proclamation 

shall be punishable by imprisonrrtnt from 

one year to five years, and wilh fine fiom 

Birr five thousand to Birr fifty lhousand. 

91 Any inspector who, in relation to hi.s 

aulhority under this proclamation, 

a) intentionally fails to report substantive 

facts, evidence, or inspection findings lo 

!he executive 0f8311 or regional beallh 

regulator, and as a result, a person's 

heallh or body is harrned, shall be 

punishable with imprisonment from one 

year to three years and with a fine. 

b) made false report inspection findings to 

lhe executive organ or regional health 

regulator, or did not take the appropriate 

measure in a circumstance that 

guarantees administrative measure, or 

unjustifiably took a minor measure that is 

liOt proportional to the magnitude of lhe 

noncomplillllee shall be punishable with 

imprisonment from one year to three year 

_j 
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and with line from Birr five thon•·­
-•d!l) 

Birr twenty thousand; 

c) where the crime defined under th'• s sub. 
article (a) and (b) is com • 

lllllted 

negligently, it shall be punish~bl e by 
imprisonment from six months to one 

year. 

d) where the inspector under (a) and (b) or 

this sub article commits the crime With 

the intention to benefit himself or 

another person, the appropriate anti­

corruption provision shall be 

applicable . 

I 0/ Any person who contravenes the 

provision that requires health 

examination and health certificate or 

employees having direct contact wilh 

food preparation shall be punishable by 

imprisonment not less three months 

and with a fine from Birr twenty 

thousand to Birr fifty thousand . 

Ill Any regulated person who, directly or 

indirectly, give, offer to give, or promise 

any financial, in·kind, or any gift to any 

health professional with the intent to 

cause the health professional to prescribe 

medicine, medical device, or related 

product shall be punishable wilh 

imprisonment from three years to seven 

years and a fine from Birr ten thousand 

to Birr two hundred thousand. 

12/ Any person who condu~ mobile sale of 

medicine, medical devices, or related 

.t. 
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year to five years and a fine from Birr ten 

thousand to Birr one hundred thousand. 

13/ Any person who, with the intent to 

materially profit himself or another person, 

gives or cause another person to give blood 

shall be punishable by simple 

imprisonment not exceeding three years 

and with a fine not exceeding Birr fifty 

thousand. If the person commits this act as 

his daily engag~ment and benefit out of 

other peoples need, shall be punishable by 

imprisonment from three years to ten 

years, and with a fine from Birr ten 

thousand to Birr on~ hundred thousand. 

141 Any person who violates the provision 

regarding blood and blood products and 

sub-standardizes the collection, testing, 

processing. screening, pooling and 

irradiation of blood and blood products 

shall be punishable with imprisonment 

not exceeding one year and a fine from 

Birr twenty thousand to fifty thousand. 

1 Sl Any person who in violation of this 

proclamation, conduct clinical trial 

without being authorized by the 

executive organ; perform any activity 

beyond the scope of the clinical trial 

protocol; use investigational medicine or 

'medical device without authorization by 

the executive organ; or give 
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unauthorized financial, in-kind or othtf 
comparable gifts to any person to 

participate in the .clinical study shall be 

punishable with imprisonment from one 

year to ten years and a fine from Birr 

twenty thousand. to Birr one hundred 

thousand. 

161 Any manufacturer, importer, exporter, or 

wholesaler with a registration certificate . 
with the exception of a person having 

one-time purchase permit, that sells 

medicine to unlicensed person shall be 

punishable with rigorous imprisonment 

from five years to seven years and a 

fine from Birr five thousand to Birr one 

hundred thousand. 

17/ Any person who fails to report to the 

executive organ or regional health 

regulator any adverse event caused by 

medicine, medical devise, or other product 

as required under the law; fails to make 

periodic report; or falsify, conceal, 

deceive, or perform related activities in the 

report shall be punishable with simple 

impriso~ment with not Jess tllan three 

months and a fine from Birr ten thousand 

to Birr fifty thousand. 

18/ Any person W~travenes the provisions 

of this proclamation ;egarding prohibition 

or limitations on advertising. promotion, 

and sponsorship . activities shall be 

punishable by imprisonment for not less 

than three months and a fine from Birr 

thirty thousand to Birr one hundred 
thousand. 

191 
Any person who prepares, publishes, 

tran · 
smns, or in any way participates in 

illegal or unauthorized advertisement 
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201 Any person who sell tobacco products in 

prohibited places where tobaa:o 

smoke, use, or sell is prohibited shall 

be punishable with simple 

imprisonment not exceending six 

months and a tine not exceeding Birr 

five thousand. Any person who smokes 

or use tobacco products in prohibited 

~laces shall be punishable with a fme 

not exceeding Birr one thousand. 

2 II Any person who sale alcohol in 

prohibited places shall be punishable 

with simple imprisonment not less than 

six months or a tine not exceeding 

Birr five thousand. 

221 Any person in charge of public places, 

workplaces, and conveyances who 

violated the requirement to post the "n<>­

smoking" notice along with its 

corresponding sign, or failed to take the 

required measures when smoking or 

tobacco use OCCUlTed in vio.lation of the 

law shall be punishable with 

imprisonment not less than three months 

and with fine from Birr one thousand to 

Birr ten thousand. 

·' 

r 
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23/ Any person, who manufactures, im110ns 

· wholesale, distributes, stores, or in ' 
lily 

way sales tobacco product with prohibited 

ingredient. any tobacco product which is 

illicit, shisha, or electronic ni•~·· 
""'hie 

delivery system or other related ci&areue 

resembling technology product shall be 

punishable by simple imprisonment frorn 

three months to three years, and a fine 

from Birr one thousand to two hundred 

thousand. 

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

anyways gives tobacco product or 

alcoholic product to a person under the age 

of 21 shall be punishabl.e by imprisonment 

for not less than three months, or by a fme 

from Birr 6ne thousand to three thousand. 

25/ Any tobacco manufacturer, importer, 

wholesaler, or distributor who violates 

the provisions requiring disclosure of 

tobacco product content, furnishing of 

related in formation to the executive 

organ, and the provision which restricts 

tobacco industry interferences shall be 

punishable with imprisonment from 

one year to three years, and fine not 

less than Birr fifty thousand. 

261 When any crime defined under this 

proclamation is committed by a legal 

entity • the court rna~ as appropriate, 

may order the closure, suspensiort. or 

dissolving of the entity. 

... 
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I/ The handling of any regulated product under 

this proclamation and that is expired, 

unusable, or unfit for use for any reason 

shall not be in a manner that could 

contaminate other products. 

21 Any product that is segregated in accordance 

with sub-article (I) ?f this article shall be 

disposed with due care to the health of 

human, animal and the environment, and the 

~ost shall be covered by its owner or another 

appropriate person. 

3/ The executive organ or regional health 

regulator, upon request by the appropriate 

person, shall give the necessary information 

regarding products disposed of in 

accordance with this provision. 

69. lnformatio~ handling Iii OILU h'l'~ oru"~·l- il'l''l'C f '"'l.t..C:•IIJ·l­

Y"C·l- hY"t-1·1 }\()UD'Il., l hhM·f· :fC~6 II Every manufacturer, importer, distributor, or 

retailer of a regulated. product under this 

proclamation shall have a system that enables to 
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' 
show the condition and process of its 

distribution chain until it reaches the end 

consumer. 

2/ Every manufacturer, importer, or distributor of a 

regulated product under this proclamation shall 

4 have the responsibility to handle, . report, and 

fumish, upon request, to the executive organ or 

regional health regulator any information 

regarding the quality, safety, ~ffectiveness of 

the product, and other related matters. 

l 
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70. Repuland lnappllnblt laws 

1/ With respect to matters provided for by this 

Proclamation, Proclamation No. 66112009 

is hereby repealed . 

21 Article 8(5) of Proclamation No. 759/2012 is 

hereby repealed. 

3/ No law, regulation, directive or practice shall 

in so far as it is inconsistent with this 

proclamation, be applicable with respect to 

matters provided for by this proclamation. 

71. Power to IsSie implementing laws 

II The Council of Ministers may issue regulations 

necessal)' for the implementation of this 

Proclamation. 

2/ The executive organ may issue directives 

necessary for the implementation of this 

proclamation and · regulations issued 

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

72. Transferred oower and resoonslbllitla 

II Regulatory functions under Articles 3(2) (c), 

3(2) (e), 4(2), 4{16), 46 and 47 of Proclamation 

No. 661/2009 which deals with registration and 

licensing of insufficiently available health 

professionals, the issuance of a certificate of 

competence and regulation of special health 

institution, and professional and premise license 

for traditional medicine and alternative and 

complementary medicine shall be performed by 

regiomil health regulators. 
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"'"" ''fU'A" .Uoflll•/• 'to 4(14) d4 !!1.?:fl ,., u,l{ h')·'- m- l'1t'f''lll! ·on (IS) of Proclamation No. 66112009 
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· ' ' A It Health Institute. 
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3/ Regulatory functions under Articles 3(2)(1), 

3(2)(h), and . 4(21) of Proclamation No. 

66112009 which deals with enforcement of 

hygiene and environmental health requirements 

by federal government owned healt!Helated 

controllable instit~tions and trans-regional 

health-related institutions shall be performed by 

the Ministry. 

4/ The Ministry shall monitor comp~anee with 

legal requirements by health institutions owned 

by the federal government. 

51 Articles 45 of Proclama,tion No. 66112009 which 

deals with registration of traditional medicine 

and alternative and complemental)' medicine 

shall be carried o~t by the executive organ. 

73. Provlslon•l cl1use 

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 its respon.sibility, and regulatory functions 

under Articles 3(2)(d) and 4(16) of Proclamation 

No. 66112009 which deals with registration and 

licensing of alternative and complemental)' 

d
. . p-"';tioners and other health 

me !C!Re '""" 
professionals coming from abroad shall be 

performed by the Ministry. 
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74. E« cc!ln dale 

11 This Proc:lamllllon shall enter Into force on the 

dale of publication In the Federal Negarlt Oatenc. 

21 Notwllhstandlna to sub-article ( I) or this article, 

article 53 (3), (5) and (7) or this ptOcl&mllion 

requiring labeling or medicine and medlc.l 

device to be In Amharic and Enallsh. rcqulrlna 

ban:ode and plac:lna of retail price requirement 

shall c:ome into effect at the eighteenth month 

from the date of adoption of this proclarnllllon. 

31 Notwithstanding to sub-article (I) of this article, 

article $7 sub-atti~les ( 1·3) regarding health 
.I 

warning and packaging on tobacco products shall 
I 

come· into effect aa the twelve month from the 

date of adoption of this proclamation. 
' . 

·, 4/ Notwithstanding to sub-anicle ( I) of this 

anicle, anicle $$ , of this proclamation 

requiring health w~ing on alcohol products 

shall come into effect afier six months, and 

anicie 60 banning the advertisement of alcohol 

through broadcast and billboard shall come 
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n-oC't:ltfl•l · A'i nll.Allr.t: A'71t~H into effect aner three months from the date 

of adoption of this proclamation the s"' day 
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Dane at A~is A~ on this 28u. day·of Februray 2019 

SAHLEWORK ZEWOE 

PRESIDENT OF THE FEDERAL DEMOCRATIC 
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