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PROCLAMATION NO. 661/2009

A PROCLAMATION TO PROVIDE FOR
FOOD, MEDICINE AND HEALTH CARE
ADMINISTRATION AND CONTROL

WHEREAS, it is found necessary to protect the
public health from unsafe, inefficacious and poor
quality modern and traditional medicines;

WHEREAS, it is found necessary to protect
the public from health risks emerging out of unsafe
and poor quality food,;

WHEREAS, it is found necessary to avert
health problems due to substandard health
institutions, incompetent and unethical health
professionals, poor environmental health and
communicable disease;

WHEREAS, it is found necessary to control
and deter illicit production, trafficking and use of
narcotic drugs, psychotropic substances, and
precursor chemicals;

WHEREAS, in order to make the fragmented
and poor quality administrative and regulatory
system in the health sector efficient and effective, it
is found necessary to establish a new and
coordinated food, medicines and health care
regulatory system;
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NOW, THEREFORE, in accordance with Article
55(1) of the Constitution of the Federal Democratic
Republic of Ethiopia, it is hereby proclaimed as follows:

PART ONE
GENERAL

1. Short Title

This Proclamation may be cited as the “Food,
Medicine and Health Care Administration and
Control Proclamation No. 661/2009”.

2. Definitions

In this Proclamation, unless the context otherwise
requires:

1/

2/

3/

4/

"food" means any raw, semi-processed or
processed substance for commercial purpose
or to be served for the public in any way
intended for human consumption that
includes water and other drinks, chewing
gum, supplementary food and any substance
which has been used in the manufacture,
preparation or treatment of food, but does not
include tobacco and substances used only as
medicines;

"food trade" means production, preparation,
irradiation, export, import, storage,
distribution, transport, wholesale and retail of
food and food raw materials for commercial
purpose and includes the provision of food
quality control laboratory service;

“adulteration” means adding any foreign
substance or ingredient to a food for
commercial purpose or to be served for the
public in any way or medicine other than its
content or by substituting its content in whole
or in part by such other substance or by
storing or manufacturing it under unsanitary
conditions whereby it may have been
contaminated;

“food additive” means any substance added
to food to improve its taste, color,
preservation or appearance and which is
considered to become a component of food;:
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5/

6/

7/

8/

9/

10/

“nutrition” means any food substance
particularly enriched in protein, vitamin,
mineral and any other similar contents that
promote body health or protect health
problems caused by malnutrition;

“medicine” means any substance or mixture
of substances used in the diagnosis,
treatment, mitigation or prevention of a
disease in human and includes narcotic drugs,

psychotropic  substances and precursor
chemicals, traditional medicines,
complementary or alternative medicine;

poisons, blood and blood products, vaccine,
radio active pharmaceuticals, cosmetics and
sanitary items and medical instruments;

“Pharmacopoeia” means a legal enforceable
document issued or accepted by the
government containing the particulars of
medical drug preparation, physical aspects of
medicinal and non-medicinal substances,
preoperational aspect, content, intensity and
standards and criteria’s to be fulfilled related
to such particulars;

“narcotic drug or psychotropic substance”
means any drug subject to control according
to the Narcotic Drugs or Psychotropic
Substance Convention of the United Nations
ratified by Ethiopia, and includes a drug that
is categorized as narcotic or psychotropic
drug by the executive organ;

“precursor chemical” means any chemical,
substance or mixture of substances subject to
control according to the Convention of the
United Nations ratified by Ethiopia to
prevent illegal circulation of narcotic or
psychotropic drugs, and include a substance
that is categorized as precursor chemical by
the executive organ;

“tobacco product” means product entirely or
partly made of the leaf tobacco as raw
material which is manufactured to be used for
smoking, sucking, chewing or snuffing;
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11/

12/

13/

14/

15/

“poison” means any substance that may
cause danger to human, animal, plant or
environment even when taken in a small
quantity;

“sanitary item” means any preparation used
in the maintenance of cleanliness of human,
household, and includes pads, tampons,
dentifrices, sweat-bands and detergents;

“pesticide” means any substance or mixture
of substances used to prevent, control or
destroy pests to protect human, animal or
plant health;

“medical instrument” means any instrument
or supply that may be used on the inner or
outer part of the body for diagnosis or
treatment of a disease in human, and includes
various diagnostic, laboratory, surgery, dental
medical instruments and suturing materials,
syringes and needles;

“traditional medicine” means any plant,
animal or mineral product that can be used
independently or in combination for the
treatment of human or animal diseases;

16/ “cosmetic” means any preparation intended to

17/

be applied to the human body for cleansing,
beautying, promoting attractiveness or
altering the appearance without affecting the
body’s structure or functions. This includes
products such as skin creams, lotions,
perfumes, lipsticks, finger nail polishes, eye
and facial makeup preparations, shampoos,
permanent waves, hair colors, deodorant,
medicated soaps and any ingredient intended
for preparing these products;

“medicine trade” means profit oriented

production, repacking, import, export,
wholesale or retail of medicines, and includes
provision of quality control service,

establishing and operating scientific offices
and acting as a commission agent;
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18/ “prescription” means any order for medicines
written by a duly licensed medical
practitioner issued to a patient in order to
collect medicine from dispensing unit;

19/ “clinical trial” means testing medicines or
medical procedure on human or animal
subjects to prove its efficacy and safety;

20/ “radio active pharmaceutical” means a
medicine which has one or more radionuclide
substance used to examine, prevent or
diagnose human or animal disease;

21/ “packing material” means any article that
may be used for filling, inserting or wrapping
or packing food or medicine, and includes
immediate container and other materials for
wrapping the product;

22/ “label” means any material which is printed
or affixed to a packing material which
provides the necessary information about a
food or medicine, and includes an insert;

23/ “repacking” means packing of any processed
or semi-processed food or medicine by a
different manufacturing company in any
other way;

24/ “certificate of competence” means a work
license issued for a person to carry out food,
medicine, health or health related services or
trade in accordance with standards set;

25/ “counterfeiting” means using in any way, the
packing material, identification or trademark,
trade name or any special mark thereon of an
authentic product of a manufacturer and
presenting such falsely labeled and packed
food or medicine as if it is manufactured by
the genuine manufacturer or altering content
and properties of food or medicine that cause
health hazards to human;
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26/  “inspector” means any professional
authorized by the executive organ to perform
inspection  activities pursuant to this
Proclamation;

27/ “suspected person” means a person who is
judged by appropriate body as having been
exposed to infection by a disease and is
capable of communicating it;

28/ “waste” means liquid, solid or other waste

generated from industries, agricultural
institutions, schools, residential or
commercial areas, health and research
institutions,  toilets or other similar

institutions which can affect the health of
human beings or animals;

29/ “poor environmental sanitation” means all
factors in human physical environment which
may cause a deleterious effect on the physical
development, health and survival of human
beings;

30/ “health professional” means a physician who
is licensed by the executive organ to examine
and diagnose human diseases and treat them
by drug or surgical operations or any other
health professional who is authorized to
perform such activities;

31/ “medical practitioner” means a physician
who is licensed by the executive organ to
examine and diagnose human diseases and
treat them by drug or surgical operations or
any other health professional who is
authorized to perform such activities;

32/ “medicinal professional” means a pharmacist,
druggist, or pharmacy technician who is
licensed by the appropriate organ;

33/ “traditional medication” means a medical
service using plant, animal or mineral
product or physical means out of indigenous
and customary knowledge which is accepted
by the society;
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34/ traditional practitioner” means a person who
is licensed by the appropriate body to provide
traditional medication;

35/ “complementary or alternative medicine” means a
medication which is not indigenous traditional
medication and associated with modern medicine
and authorized to be rendered as complementary
or alternative medicine;

36/ “‘complementary or alternative practitioner”
means a person who is licensed by the
executive organ to provide complementary or
alternative medicine;

37/ “license” means a certificate issued for a
health professional to provide medical or
other health related services;

38/ “health institution” means any governmental,
non-governmental or private institution that
carry out promotive, preventive, curative and
rehabilitative activities or medicine trade or
services;

39/ “specialized health institution” means any
specialized hospital, specialized center or
institution that provides health service and
training for physicians and professionals
above that rank;

40/ “controllable health related institution” means
any public place including schools, prisons,
daycare centers, geriatric centers, orphanage
centers, nurseries, market places, gyms,
massage centers, recreation centers, barber
and beauty salons;

41/ “occupational health care” means a science
devoted to the application of scientific,
technological and managerial principles to
protect and control worker’ health by
preventing or reducing risks that may occur
within working areas or relating to
occupation due to chemical, physical or
biological agents;
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a9/  “h00 PAm AWA” TINT AILAI(- 44/ “appropriate organ” means , as the case may be,
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NiP& GL eravante- TVIE 090 Democratic Republic of Ethiopia and
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9%/ PrFEo9° (o7 P PA0Am- A8/ o m th y d
RIC OA719° Lo dOdedrs: any expression in the masculine gender

includes the feminine.
E. 014370 o7 3. Scope

5 & U} PR {]9""]-[]?’ (1w 57,17 1/ This Proclamation shall be applicable to
AANAN. M5 AmANPT Qm.5 Aaov-- regulatory activities in respect of food,
LPT AT MST MG 7h &PPC medicine, environmental health, health
POLLLANT RTVT AL (lavao- professionals, health and controllable health
W16l M90S PRPPC AH0CT related institutions in the country.
AL T4 LT Az

&/ PHY WIPR 100 RTC /b hamPAL

A1LYIC AT T 14.L.0-0 L8
PILY  APE AT PTLhrHAT
0°%.avpa -t LG A:-

2/ Without prejudice to sub-article (1) of this
Article, the application of this Proclamation

at the federal level shall be in respect of:
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U/ (AIC Ada: LLE PI°(1T Pave:-
AT PR ms AmONPT
PGS AA-ePF T PSS MG
h EPPC PI9.L.L0T
+RY £LE M- T L

a/ ARAAN A6 PI°WNG Pave:-
DA OPCLAT IPWNG av Lyt
oL UIC o0t A“00TT oL
@5 AAPARNT ATING-4.AT ATIN0-
TPoPS AP AT PPt
RPPC ANEALPT L.PL avn-
a5 avpanCrE

h/ 0N+ aom’7 7727171 Pms QA-
o POy avav (1§ oo @
4.P L av(\m 7

av/  ha-cl UIC RIANNT daavhmt
Poaom. PG QAov- PTG
aa 75 Pov- ¢ 4.9 L
aAm- 7 E

w/ AAE MG ROV LD
a5 aSNNCTE

4/ AL nAA (1AL P70 Ph-
a0, ms A7 avh-
D NTG avHNMCTrE

A/ (a1 eG avm-sb), NAPT AL
poay e enerlr RPPC
h?aopand-TFo- hhat DoC
NI ARG

i/ AdT hAA  1AD¢ P97
Pav YT MSS @MmS Th
BPPC PU2LLA0T AWIADN AT
75 TRy e avnnt: CEPPC
P

CHY ATPX 700 ATTPA [8/ haPAL
ALYIC RILTa0T P QLY APE
ATPX 0 AANLRTL. hha. bAmeT
2ANTG AT o-6n, Lo PRPPC
40T QRAAN avF) o J~F FHaae
ANAT P9L.A00 LG A

a)

b)

d)

e)

g)

h)

setting standards in relation to food,
medicine, environmental health, health
professionals, health and controllable
health related institutions;

licensing and regulating trans-regional
food and medicine production, import,
export, distribution, promotion and
storage of food and medicine and quality
control laboratory;

registering and licensing unsufficiently
available health professionals;

registering and  licensing  health
professionals coming from abroad to
deliver health service;

licensing and regulating specialized
health institutions;

monitoring and regulating trans-regional
environmental health services;

undertaking quarantine service with
concerned bodies at entry and exit ports;
and

other regulatory activities with respect to
trans-regional food, medicine, health and
controllable health related services and
institutions.

3/ Without prejudice to the generality of sub-

article (2) of the Article, other regulatory
activities which are not given to the
executive organ under Article 4 of this
Proclamation shall be carried out by states
government regulatory bodies.
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heA vt PART TWO
DA hD.R7] KhAG TEMMLPT THE EXECUTIVE ORGAN AND INSPECTORS
0. PhNL.Z7L. KhA- 72AM3S 120G 4. Power and Duties of the Executive Organ

hNd.R77  hha

prltact o AMIS

TNET LT 6T Ax-

&/

%/

PI°NNT7 QUTITHG PlotT Pav -
DA LNTYET AP UYTT Pl
TG AP AP PhhICG
QAP PH7 AP TGT AT
PUL- 79 PANIN. mGT7 AS
PMSS MG 1 RPPC PULLLANT

+RTY Ty PLPPC LGP
ANDEE AN Ade-  AhA
ePcanT QAL RIS (-H0C AL
PYF@7G a1 T o7
LLINIMAL

AAE PG TRTT AP @e9°
AT RIPET CCEATT AP-
P av$ame 0 ANGAL P T
ANt-ANTAT0 "AhATT Ahnor-

L2 TT AANLTT ALAWTTTS Ahhd-4-2
CCPEAT AT AhAA 1494 PG Al-
AT AR PP T, IPN-
ne wld1- LAMAT PLAAT PASAT
LACHAZ

PIPNT  Pav 5T PG QAov- -
2F¢ s ARVt PLAS NPT
PIL.mGThCOT75 0900494017 ¢7°a.0,
VAl Pavisn AT Lk W
PUIBAT Aa0T) o0 @-O29° CPCOAANE

PI°NNT Cav 3717 PANON. MGT Am-
aN+7 PG QAP AT PMSTT MG
o RPPC  CULLLNNT AR
0°%.a0at  PavlBEPTF TIdhA T
LINIAE

arn oL M@l  avav/
@ L9° av(lhA 9°07 0T A?LLCH PIOTT
eyt avdoh avinh PP TP
PIC AL AR SooGOT  (lovm-O L
LI (lavP(lA avCI°C 971w )
PLIVMNAT ANLALOT ACI°E LoN-
SAL

Al ANLAL PO PPeT
IoCavs. ANGALPTT PREIBAE

oL U1C o0 P70 0 L9 oL m-oF
VIC P9%4A0 9PNTFT ao 85T Pl
0P PFT POV e RARNTS PANNGT
EPPC PNLSAT Cav( PG Pav-@-sn,
GPLT LANAL

The executive organ shall have the powers and
duties to:

1/

2/

3/

4/

5/

6/

7/

prepare and submit to appropriate organ
health regulatory standards for safety and
quality of food, safety, efficacy, quality and
proper use of medicines, competence and
practice of health professionals, hygiene and
environmental health, competence of health
and controllable health related institutions;
and upon approval ensure the implementation
and observance of the same;

issue, renew, suspend and revoke certificate
of competence for specialized health
institutions, food and medicine processing
plants, quality = control laboratories,
bioequivalence centers, importers, exporters,
storages and distributors and trans-regional
health service institutions;

initiate policies and legislation to strengthen
the quality of food and medicines and the
competence of health professionals and
health institutions; and submit the same for
government approval;

serve as medicine, food, health professionals
and health and controllable health related
institutions information center;

identify ingredients that caused death or ill
health due to medicine residue or adulteration
of medicine and food and take appropriate
measures by conducting investigation of
sample ingredients;

organize quality control laboratories as

needed to carry out its duty;

issue import and export permits for food,
medicine, raw materials and packaging
materials and undertake dead bodies control
and give entry or exit permit;
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PULATT Cav & adlICHC PHLD)-
EAT NaoHCUHS P01 17 av 8-
LA (1RLE LavCOAT avlICNS"7
ATLANEALTE LNAAAT

PI°NIN aONL.CATF avw /i (177-
Ll LD LA T
LavlNAT N7  PCLAAT
LARAT LACHAZ

PICNNTFT RUTYTT PéT AG Pav -
w17 VT Fe-T AP Fos
PLI a7 MNP AL hPA- (AA AVL-
D1 PLU4L 0P P 1710%L AL-
o PEPPC 74 PAY4A KOEALO-7
ACI°S9° CLoNSAL

PhnI°G ool PLERPTT hPav(-
av/, CALPSAT YLk (lavnhge
Phn9°ST NCY T avw/l1- av{.gav-y
LNITAAT @-m79° L0 PTINT
avet: NLnP9° VeI PPI° AL
A7%.0( LhPOAT ANd.A
AV79° ChNI°S ovo-nl-m7 PU%A
0L9° COPTIAE

PGChkh @l 4517 aghhCTTh
TP TICT ARG TehCac helhaeF
@GoLAGT TINav )T avaRyT 99h-
4 4ATT  AVOTTT TIINIT TIRATIT
AP PI°TT avav -5 67°CA T1L:-
LN LHNMEAT AAAINN aomPI°y
LNANAAT A%A9° APS GChEtn RPPC
NCL ¢7°Cl PPCAAE

At U VL0 I g N O 0 e
Neor7T AP P97 AOTFARIT
avp e KONPIT NN POPIS
A7 LHTNMe-AL

oL WIC 0700 Ao-CTATT 42 S
AmONPS AL 0T3-2F PPC OC
Tt PA® RINTNNT PRLSAT
AP0 DANC N7ome ho-CTAT T
AL, Copl P78  ACTE0TI°
LAMAE

a0, G avm-sr), NAPT AL ®L KIC
o-0T 07010 0L? (1772om- AA®
ATG avPILE AL FAAL (T J-277
O-tavpart  RPPC  PRLSAT  ATIR
ANEALTEP® 0L A1C OoNT A5 L8107
NnA1cC  A7%Lom 0L9°  A79100A
PLCIAI hA7€ hAAN 0AL PU%
P@lCTHY NI OO ANdA
PavNANAG CavHENMC 174 adNY87)
LLIVNNE

8/ prepare pharmacopoeia for the country,
structure the medicines included in the
pharmacopoeia into different categories,
revise the  pharmacopoeia  whenever
necessary;

9/  evaluate and register medicines on the basis
of registration requirements, and renew,
suspend and revoke such registrations;

10/ undertake and coordinate post marketing
surveillance in order to ensure the safety and
quality of food and safety, efficacy and
quality of medicines that are put into use and
take appropriate measures;

11/ authorize conducting clinical trial, monitor
the process as to its conduct in accordance
with good medical procedure, evaluate the
results and authorize the use of the result in
such a way that it benefits the public;
suspend or stop the clinical trial where
necessary;

12/ monitor and control manufacture, import,
export, distribution, prescribing, dispensing,
use, recording and reporting of narcotic
drugs, psychotropic substance and precursor
chemicals, prevent their abuse and report the
same to the International Narcotic Control
Board;

13/ regulate the content, manufacture, import,
export, distribution, sales, use, packaging and
labeling, advertisement and promotion, and
disposal of tobacco products;

14/ undertake inspection on planes entering the
country to ensure the protection of health and
control of communicable diseases and
undertake fumigation and give certificate for
planes departing the country;

15/ undertake control of communicable diseases
at entry and exit port on international
travelers and, where necessary, prohibit them
from entry or exit or subject them to be
quarantined; ensure that necessary preventive
and control measures are taken in the case of
outbreak of trans-regional communicable
diseases;
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Poreantn  aoPry  PLIVMAT
LHNME-AL
T/ MIoP  IONTFIT LSS

PMS ANANTTT  LHNMEAT
ANL.AD ACI°EPT79° LONSAE

A/ Qa7L  aAA  0AL  AVNLTAl-
aoomP  POUPCN oD PP
LLE® Panld ooty PLIMMANE

AB/ 6ol av 311 OC PO MG
M kPrC L4 AT
TMo7 PhLETT AN, MG
AIANT avALCl 1A T o7
PLIMINAE

>N
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~

14.L,4-0F (AN Pam- PRPTPC
e TaIING LI WU
A1LL1 ARAAN PI°N(T Pav oS-
LS S a0, ANHSRCST RP-
PC NG ANLALOT ££.96 LATA:

. DAtTENNL DT

8/  AWOLRALm KA PHUT7 APE &7
2FG  A9°NT Qe LdAS  mS
n0an. ANFSLCS RPPC AL Pom
AT VTS avavd e P ATINE.AT°
T+ HANNEPTT Lav L0

€/ Q1Y RiPA 700 WPk /8] avw-
4 Pav gl A-pmas LUt
20NTG T LTI -

U/ PPPUWNG  Cav it RQaven T
AT AP°CTT ANG-9-25 hAFIr
CCPETIT PmSS mS Th
EPPC POLLLANA RIS
05 Fo9° net a0+ 0%
Nao0-- av$am(z

16/ issue, renew, suspend and revoke license to
unsufficiently available health professionals,
complementary and alternative medicine
practitioners and health professionals coming
privately or in group from abroad to deliver
health service;

17/ ensure proper disposal of expired medicine
and foods and their raw materials;

18/ ensure that handling and disposal of trans-
regional solid and liquid wastes from
different institutions are not harmful to public
health;

19/ control illegal food, medicine and health
services and take appropriate measures;

20/ ensure that the quality of trans-regional water
supply for the public is up to the standard;

21/ ensure the availability of necessary hygienic
requirements in controllable health related
institutions under the federal government;

22/ provide the necessary support to state
regulatory bodies on food, medicine and
healthcare with a view to harmonizing
federal and regional regulatory system.

- Inspectors

1/ The executive organ shall appoint inspectors
to implement the provisions of this
Proclamation and other laws and directives
related with food, medicine and healthcare
administration and control.

2/ An inspector appointed in accordance with
sub-article (1) of this Article shall have the
powers and duties to:

a) enter and inspect, during working hours, the
establishments of food and medicine
importers, exporters, producers, distributors
and transporters and health and controllable
health related institutions;
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a/ 0o 0§ avm-sr, AL 9o-
T oD AFIT oI
Ot ACTHLOATIT ANNGS -
T Ao-CTATTIS Q0T G
0 FSET AL PRPPC 26 P T
PGS0 I

d/  MmET R&I AL ATPA PULTA
Ve FAPEA POLPAY (4
RTeT ASLo oL VIF o9
92M, 0L9° m7 a0t G
(i LIVA A

av/  goCavi. A\T1LLN wLI° avly
AT000N ANd.AL PT AT P9°-
WOFIG av L5 A7 §ovG Py
PO LT ADT?  PavoOLT
CANEETT PUTIATG avlE -
B S i Y M A A

w/ AT CTNAGT P-Ter4L04-7
e-Hha 0f9 07T o-9° AA
el TmPm- AL rS
LLCAA -HNAm O-Fandms- 9°7-
NG a4 AL PANCAS
°Cavd.  R7S.0%LL U184
oMol AN 0T £409° A1-
AT AL RTS8 Lo SN
WY AX R S A

4/ 14 1720401+ N, oed°
A72 o0t POLeTY TG 90
0P we9® PN G AL
ST aLahtA PULTFA Y-
1.0 0k et A5 Lo
P o-mot ANhTLIod
0w w9 “VELPA TALA
Ar8.bavp LTINMNE

a/  PAWTFG av LA CAIANNT
HaoGFo- AL0F L9 Oy
APP avw/l PPI° AL K78 L-
oA Aod? o aop e
AT%015. avRL I T Pavpa)-
mQC::

h%A ot

£9°0 LU71HT Pl AOTARCT 2PTPC

. DAPUING L5&

8/

PG 090 PN AN Qho- ”AhA
AL4.¢L avavlAT L UIC 00T
av )7 avApT @l IE T avnTY-

T H7 aong-d.07 avyl) @ L9° Al eor
@ LP° AVNLEAN APCA AL TAI°:

b)

d)

e)

g)

inspect foods, medicines, vaccination
certificates, deed bodies, air crafts and
other health related activities at ports of
entry and exist;

enter and inspect any premises or
building which he has sufficient reason
to believe that there exists a situation
endangering public health;

where it is necessary for conducting
investigation or gathering evidence, take
samples, measurements and photographs
of foods and medicines and retain a
photocopy of records;

subject to quality control food and
medicines that are adulterated, spoiled,
counterfeit, contaminated or those
suspected to be dangerous to the public
and to order the quarantine of such items
until the laboratory results are known;

where he has sufficient reason to believe
that any article or material found in any
premise or building which is under
investigation is likely to cause damage to
health, order that it shall be kept
separately until the investigation results
are known;

inspect the proper disposal of foods and
medicines when they expire or when
they are deemed to be unfit for use in
accordance with this Proclamation.

PART THREE

FOOD SAFETY AND QUALITY

ADMINISTRATION AND CONTROL

6. Registration and License

1/ Any food may not be manufactured, imported,

exported, stored, distributed, transported or
made available for sale or use to the public
without permit of the appropriate organ.
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2/

Any food production institution shall not
change the type and production process of the
food without obtaining a permit from. And
having it registered with, the executive organ.

. Food Safety and Quality Control

1/

2/

3/

4/

5/

6/

No food or its raw material, additive or
packaging material shall be put into use
unless it complies with the international and
national safety and quality standards.

Any food shall be preserved in accordance
with the standards set or adopted by the
appropriate organ.

Any person may not operate a laboratory
established for food quality control unless it
is receives certificate of competence from the
executive organ.

Any person may not operate a food catering
service without obtaining a certificate of
competence from the appropriate organ.

A certificate of competence issued in
accordance with sub-article (4) of this Article
shall be renewed every year.

It is prohibited for any institution that engages

in food production, processing, storing,
distribution and transportation to hire an
employee having contact with the product
and who is infected with communicable
disease.

. Packaging and Labeling

1/

2/

Any producer, importer, distributor or retailer
of packed food shall not supply it to the
market or distribute it otherwise unless it is
duly packed and labeled.

The label of any packed food shall be written
either in Amharic or English language.
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9. Nutrition

1/ No person may involve in the production of
nutrition unless it fulfills the standards set by
the appropriate organ.

2/ No person may disclose the nutritious
content in the food it produces without
obtaining approval from the executive
organ.

3/ The type and content of nutrition, usage
guide and shelf-life of nutritionally
produced food shall be stated in an
unfading and clearly mark on its package.

4/ Any person who produces or distributes salt
for human consumption shall ensure that it
meets the standard requirement of iodine
content.

. Food Import and Export

1/ Any imported food shall be accompanied
by a certificate of quality and safety
authenticated by the concerned government
organ of the exporting country.

2/ The executive organ may issue safety
certificate for export food that needs the
same.

. Food Irradiation

Radiation treatment of food shall be carried out
upon ascertaining by the executive organ that it
is designed to meet the requirements of safety
and good hygienic practice of food processing.

. Water Quality Control

1/ Tt is prohibited to supply water for public
consumption from springs, wells or
through pipes unless its quality is verified
by the appropriate organ.

2/ It is prohibited to import or produce and
distribute bottled mineral or plain water for
public consumption unless its quality is
verified by the executive organ.
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13

14.

PART FOUR

ADMINISTRATION AND CONTROL OF MEDICINE

. Registration of Medicines

1/ No medicine shall be produced locally or
imported and put in use unless it is duly
registered by the executive organ after
being tested for its safety, efficacy and

quality.

2/

Notwithstanding the provisions of sub-

article (1) of this Article, the executive
organ may, in unforeseen circumstances,
give permits for the importation and use of

medicines not registered.

3/

The certificate of registration of a medicine

shall be renewed every four years where

the medicine continues
requirements of registration.

4/

to meet

the

Unforeseen circumstances mentioned under

sub-article (2) of this Article shall be
determined by Regulations to be issued

pursuant to this proclamation.

Quality Standards and Appropriate Use of

Medicine

1/ Any medicine or raw material or packaging
material of a medicine shall meet quality
standards and requirements prescribed in
the pharmacopoeia issued or adopted by
the appropriate organ or, where it is not
included in such pharmacopoeia, those
standards and requirements prescribed by
manufacturing companies and accorded

with international
organ’s acceptance.

or

the appropriate

2/ Where any medicine lacks the expected use
of safety, efficacy and quality for which its
permit is granted , or its risk outweighs its
benefit, its use shall be banned and its

registration shall be revoked.
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15.

16.

3/

Any medicine shall be available for use in
accordance with the standard and working
directives to be issued by the executive
organ to ensure the appropriate use of
medicine.

Clinical Trial

1/

2/

3/

4/

5/

6/

A clinical trial shall, without prejudice to
the provisions of sub-article (2) of this
Article, be conducted on a human beings
only when it is authorized by the executive
organ.

The clinical trial on a human being shall be
conducted where the person gives consent
in writing.

Notwithstanding the provisions of sub-
article (1) and (2) of this Article, a clinical
trial may not be conducted on nursing and
pregnant women, persons under the age of
18, prisoners and insane persons.

Without prejudice to the provisions of sub-
article (3) of this Article, a clinical trial
may not be conducted on nursing and
pregnant women, persons under the age of
18 , prisoners, insane persons and persons
dependant on the professional or the
institution conducting the clinical trial
except where there is a necessary ground
and a special permission from the
executive organ in accordance with the
regulation to be issued pursuant to this
Proclamation.

It shall be the duty of the person who is
authorized to conduct the clinical trial to
report to the executive organ the result of
the clinical trial.

A person who conducts the clinical trial
shall pay compensation for the person
subjected to the trial the actual damage the
trial has caused to him.

Packaging and Labeling

1/ Any producer, importer, distributor, retailer

or health institution of medicine shall not
supply it to the market or distribute it
otherwise unless it is duly packed and
labeled.
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2/ The label of any medicine shall be written
either in the Amharic or English language.

17. Poisons, Radio active Pharmaceuticals and Pesticides

1/ No person may, without obtaining a
certificate of competence from the
appropriate  organ, produces, imports,
exports, distributes or sales poisons or
radio active pharmaceuticals.

2/ Any person issued with a certificate of
competence pursuant to sub-article (1) of
this Article shall keep records and submit
reports to the appropriate organ on
manufactured, imported, distributed or sold
poisons or radio active pharmaceuticals.

3/ Packaging, transportation, storage and
distribution of pesticides, poisons and radio
active pharmaceuticals shall be in such a
manner that minimizes danger to the life of
human  being, animals and the
environment.

4/ The executive organ shall jointly work
with the appropriate organ to ensure that
the production, transportation, storage,
usage and disposal of pesticides do not
cause any health hazard.

PART FIVE

NARCOTIC DRUGS. PSYCHOTROPIC SUBS-
TANCES AND PRECURSOR CHEMICALS

18. Requirement of Special Permit

1/ Any person shall, to import, export,
manufacture, distribute, store or possess
narcotic drugs, psychotropic substances or
precursor chemicals, be required to have a
special permit issued by the executive organ.

2/ A special permit shall be issued pursuant to sub-
article (1) of this Article only to a person who
has obtained a certificate of competence with
respect to the import, export, manufacturing,
distribution or storage of medicine or the
provision of health service.
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19.

20.

3/ A special permit issued pursuant to sub-article (1)
and (2) of this of this Article for the import or
export of narcotic drugs, psychotropic
substances or precursor chemicals shall apply
for a specific consignment and shall be valid for
90 days from the date of its issuance.

4/ Tt shall be prohibited to import or export
narcotic drugs, psychotropic substances or
precursor chemicals:

a) through post office or by ship; or

b) as packed with other medicines or
goods.

Prescriptions Procedure

1/ Only a medical practitioner who has a
special permit and in the health institution
where he is authorized to work shall
prescribe narcotic drugs and psychotropic
substances.

2/ No medical practitioner may prescribe
narcotic drugs and psychotropic substances
for himself.

3/ The prescription of a narcotic drug or
psychotropic substance shall be in a special
prescription paper.

Storage and Reporting

1/ Narcotic drugs and  psychotropic
substances and invoices, registers, and
prescriptions shall be stored in a lockable
metal cupboard or in a special room the
key of which shall at all times remain in
the hands of the authorized medical
practitioner.

2/ Any person issued with a special permit
shall keep records and submit reports
regarding narcotic drugs, psychotropic
substances or precursor chemicals in
accordance with directives issued by the
executive organ.
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21. Disposal and Cessation of Business

1/ Any concerned person shall keep damaged,

2/

expired or seized narcotic drugs,
psychotropic  substances or precursor
chemicals in a separate place and shall
dispose them in accordance with directives
issued by the executive organ.

Any person issued with a special permit
and who ceases to operate his business
shall deal with the stocks of narcotic drugs,
psychotropic substances or precursor
chemicals and invoices, registers and
prescriptions related to same in accordance
with directives issued by the executive
organ.

22. Control of Tobacco

1/

2/

Any person shall be required to have a
special permit to import, export or whole
sale tobacco products.

Content, manufacture, import, export,
distribution, sales, use, advertisement and
promotion, packaging and labeling and
disposal of tobacco products shall be in
conformity with regulations issued under
this Proclamation.

PART SIX

HYGINE, ENVIRONMENTAL HEALTH AND

CONTROL OF COMMUNICABLE DISEASES

23. Occupational Health and Safety

1/

2/

Any employer shall ensure the availability
of occupational health services to his
employees.

The executive organ shall issue appropriate
directive on occupational health and use of
machinery.
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#0. NAALIT h72hieT 24. Dangerous Chemicals

1/ Tt shall be prohibited to transport or store
chemicals with foods or in a manner which
can cause pollution to the environment and
endangering public health.

8/ TrIFo79° hlhA hdtrn IC o L9°
ANN7 1720005 QVNETAN MG AL
5T (192.2L2CN0 avhh: “7193910 o L9°
TP e-Fhaha o

€/ h&IF ho2hae 7 N“MIEF7

09933HG (FTNTPET e AL PTG 2/ Any person who produces, transports or
®MIEDI A AMOLT ATSLONAS stores dangerous chemicals shall fulfill the
M0 MG AL 18T AI8LLCH requirements set by the executive organ in
ANL.29Y AhA. POleoMay av0i.Col order not to affect the environment and
oA+ hA T public health.

25. Constructions

RE. 0010 262
ATIE DI RIANT PTLaA 90 Any person constructing a building for any
Py ey e MIEDI Am- ANLAY, hh'(\- service shall fulfill the public health
i mS AmQ0P RIAC POl oMoy requirements set by the executive organ.

aNL.CAT NG AaT:

A% (veT ao-n, DAPT OATLRET 26. Health Control at Entrance and Exit Ports
M. AP LPPC . ,
1/ Any passenger coming to or leaving

5/ MIE@Ie of VIC PU10 0L9° hIC Ethi(.)pia. shall be obligeq to .take
PIom av LS P16 PN T o vaccination required for international
GA9° APG PG AMANP aPNL.CAT passengers in accordance with international
Wl NSNS APe:  ave public health requirements adopted by
PP nrar pav@-0 L7 Ethiopia and to show, at ports of entry and
NP5 avm-sm, A4 AL AmPP exit, his certificate whenever requested by
ehra T L0147 A%lovabto- PG the relevant health authority and, where
Da4d PTINCGT (1AAL (D suspected of any communicable disease, to
AmémCo® A9°Cavi. Pav-1NC 28,0 cooperate for medical examination.
Al

€/ nNrT LA MG TINEE PALH 2/ Any person without having an appropriate
o0 L9 MANLTA0 ms AL he1F health certificate or coming from an
5 APava)  POUFA @lCHY epidemic area may not be allowed to enter
han't g favm Ao of UIC Ethiopia.
A75.810 AJL LT AN

£/ aeafl.f @f9® (oo DA AL 3/ The appropriate officer at any port of entry
Prmimd na- 0.0OPP {’”‘I_ﬂﬂnh:rar or exit shall have the duty to report any
2 qg{,‘ ?‘)"‘}_,(’ o' (APENLo ATLTT o suspected passenger of any communicable
PG CCRT eI 980 hallTs disease to the nearest health office.

0/ fmS P9PNnC  wlbA AL PHS 4/ Tt shall be prohibited to transport animals
anpAah e ALLLA AN TS together with passengers without valid
hav 10 ¢ M350 P1haha health certificate and protection.

yZoSH
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RZ. OATAAL T3P 27. Communicable Diseases
8/ IFEo9° PmG Qaov-f (IAPL.- 1/ Any health prgfessional who happgns to
fo- P T I7 oo C Qod Lib know the existence of communicable
LU 0% PG Ade- PG disease in his vicinity shall have the duty to
RIADNT B PAQP 9L, repO}'t 1mm§d1§tely to th.e n.ear.est hea}th
AM T PG ARovg RANL.AL0T IslerV1ce 1rllstt§ut10nl.1 The 1nst111tlﬁlonkwhllclh
Py as received such report shall take the
i\,‘(,z;fg. 7‘?“;‘2"?',) nz,[}:":((" L ?‘T’:\‘ necessary measures and report same to
08 e TAD "l’ A ﬂ-’l'" ) 16 public health emergency control body.
€/ A0 Pam fmG QAP (ol 2/ The appropriate health professional shall
Ch% aad O e1PHT oLI° quara.ntine. a person infect.ed.0r suspected
Phmémes VIEm9 G- Atod? qf epidemic disease for a limited period of
UL TIAK RTEBL ML tme.
AQNT::
- . § . § 3/ Any person suspected of epidemic disease
£/ g?a,;{q.(‘ ﬁ;’: nl"\’\zjgn?‘gnﬁ‘ f :(’“;)9{22_ shall cooperate for medical examination,
a),e,y"m ah f;:”_ .d. ;;,‘ -ﬁ’ ”ﬂ"U"i treatment or vaccination.
AQNT::
. . . . 4/ Parents or guardians shall have the duty to
o/ Qa0 a),e.9-" 7‘{"0} LPT VARG cause the vaccination of children for the
ot “?]51 (NS AavhahA protection of communicable disease.
P00 28,3 AAVF@-:
A%. hATOAT R 00 DATLA+ANS- AT | 28 Zoonosis

&/

D7F0-9° Ao (@lCHY  avdh
ha700t  of ao- 01721204
aa>2F e-tad 't o9 -
g avfl  btmdmléd.  oL9°
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N03o7 aoenahd AOA AL
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1/ Any person who is infected or suspected of
zoonosis or has come from the area where
such disease occurs shall have the duty to
cooperate for any control activity.

2/ Every health institution shall have the duty
to render the appropriate service for
zoonsis in accordance with its level of
competence and immediately refer to the
appropriate health institution where it is
not capable of providing the service.

3/ Every health institution shall observe
zoonosis prevention and control directives
to be issued from time to time.
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Ri. PhOhé7? AP LHS Noa-C 29. Disposal and Transport of Dead Body

. - 1/ Tt is prohibited to allow dead body or

8/ (ANLATL ha UA-T4+L N0TPC human remains either to enter or leave the
ANGTT LI WETT 0L VIC country without the approval of the
(D‘h’f‘ 7\”&;’]‘1 ?;D,()Jgn hUr,C 7\”&“’"' executive Organ.

T4 PTaana ro-:

g/ MIFo9 (o AONETT LI KA 2/ Any person shall observe the requirements
9°7 APOCT  $EEC A"To-NTT set by the executive organ to bury, exhume
A“MNMPOC AN Aha PoMo-7 or transport dead body or human remains..
PmG AmOONP av0d.CT “170AT
AQ(T 30. Waste Handling and Disposal

ad. NAPAD hPPUT ho &

5/ MIE@9e o LLPT AT 0L 1/ EIO i[()1ersorn sltlﬁllr collaectt or igisp;os?n Zggd;
a0 FAALFG hhaML C(()lrllltamigatir?g ) chV Sjrslvironment arfd
07200 07 AL M5 harmful to health
N°2.eL8CN V-2 “M"PFT 0L '
1L PANTIO:

B 2/ Any wastes generated from health or

&/ hm,ﬁ“ a),ﬁ?" PCPC 4-5!39.0“ E"’Zmn) research institutions shall be handled with
LLPT @A @LI° AA $A (1D4G:- special care and their disposal procedures
15 PrPEe ool hal+T 7\(1)‘-')"' shall meet the standards set by the
59°  ANLZL hha Lo T@r} executive organ.

KLEPT DAL Wl 3/ It is prohibited to discharge untreated

F/NGAT AT TmedboLes T hmng- Waste gen@rated from septic tanks., seepage
1LeOTG MW IGNTC P oMDT MmS pits, and industries into the environment,
i’-"‘Lﬂh A eaJhad AT #4T  of water bodies or water convergences.
ANT oL 0P AhAt 0L ol oD
hhal oISEPT ovpdd  e-haha
1@

31. Availability of Toilet facilities
@s. PavRAE L+ A749.5C OAN771L 47

- 1/ Any institution providing public service

8/ TIE o9 AN KIANCT P- shall have the obligation to organize clean
ar AR FZv50- tald (1 and adequate toilet facilities and keep it
PavR 8% LT PUMIETST ARG open to its customers.

O A :2/ Any city or rural administration shall be

B TP T @es PInC Ad- responsible 10 provide public toilet and
THLC Pl avRA8%E O A74%- '

TCT TRVS o9 UALH P anlld

R80T P74 18,3 ATl
_ 32. Control of Bathing Places and Pools
ag. PovFall.f OAFEPTIT POPT 18P

7 haovBNmC

. _ _ 1/ Any person providing a public bathing

5/ NN avImllf N%LT aPE TI4T place, swimming pool, natural steam bath

CHEPC A4 0LI° PEA oD
av (P ANIEA AhHN ATADNT
e9.ePCAN “ViFm-9° CCPT ANLR7Y
Al PoMor  adNL.CT T17AT-
A0

or hot spas shall fulfill the requirements set
by the executive organ.
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&/ Pl ovFmil.e (D,E; 9,: pav Py 2/ Any person providing a public bathing or
(0 . ANDEA WIANT POL0P swimming pool shall not allow his service
TS a-g° Oar NIADOIT to persons with an invisible or physically
PUeTL 0L NNK ?}r" PB4 visible skin disease or lesions.
havd® LI AN ANVFo- APF
avg . L PANTI"::
PART SEVEN
%A aat+
AAMS QA0v-¢ 9T HEALTH PROFESSIONALS
aiii. Pav-¢ 4. P L hAéALYT 33. Requirement of Professional License
a8/ TiFw9® Go- A& m§ Qpoe-p 1/ No person shall practice as a health professional
aav0l RN Qam- AhA Pav-@ without having obtained a professional practice
4.9 Ny ha e license issued by the appropriate organ.
g/ AT 090 emG QAov-f  eAm _ o .
Pav-@ i 4P L (IPRI°OCT Gavl: 2/ Professional practice license given to any health
g - & professionals shall be renewed every five years
Pov-g  -9°0CT oo fT APk upon ethical and competence evaluation.
NP av 3L WAt
P/ Poo-f 4P IR0 ofd° 3/ A health professional whose license has been
e HALZHNT s QA< (G suspended or revoked shall be prohibited to
QA0 L9-1: ANE LTI practice his profession.
9/ {’ab-,?‘ 4FPETar ¢ 1,?_‘q:|10yq e-1a- 4/ The appropriate organ shall notify to the public
NOVF@7  Opoe-e P (tavabrt the list of health professionals whose licenses
A0 PAm AMA AnLNA avlE have been suspended and revoked.
TPLL0 WA
aqio. PRIANCT LLET 007 34. Standards of Care and Scope of Practice
. ' Any health professional shall practice his
T @9 eT Aaov-¢ (1hd.Z7 hha. profession in accordance with the standards of
Otdaemar CAIAINT LLES (Tw- health care and scope of professional practice
Ao Pov-g ©ON7 aowlt av it set by the executive organ.
AQNT::
A%, £°1-9°70C 35. Code of Conduct
5/ ME@9e ems 0Am-e AW 1/ Any h@alth prot.“esm.onal shall perform his
aa pav- @ e professional duties in accordance with the
o £ 27 ‘ relevant code of ethics.
2L,3®7 av @A) hA(T::
g/ PG QA0 LPTF AmPAL P 7-9°0C 2/ The code of conduct for health professionals
Vs LUTT APE ATINE.A9° N7%.mT shall be determined by regulations to be
PMG  QAGO-PO Ppoh-gR0C R issued pursuant to this Proclamation.
LoONGT A=
36. Duty to Report
@G%Z. 47°CT OAT1£47 1/ Any health professional or other person

&/ oo PP VT avdAovy Pod PG
0Aoo-¢ @L9I° P75 09" (o ~h0
AN TBNNE RN S7°CT
941 AT

who is aware of the existence of
professional mal-practice shall report the
same to the appropriate regulatory organ.
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37.

38.

2/ Any health professional who is aware of or
suspects the existence of communicable
diseases identified as reportable diseases
by public health emergency control organ
shall immediately report same to the public
health emergency control organ.

Information of Patients and Obligations of
Health Institutions

1/ Any health professional shall fully record
personal health information generated
during each encounter with a patient within
a health institution.

2/ Any health institution shall have the duty
to ensure that the records of personal
health information referred to in sub-article
(1) of this Article are kept and maintained

properly.

3/ Any personal health information of a patient
shall be confidential unless it is requested
for a legitimate purpose authorized by law.

4/ Without prejudice to sub-article (3) of this
Article, patients’ health information
generated and maintained in accordance
with sub-articles (1) and (2) shall be
aggregated and reported to the appropriate
organ on time.

Emergency Treatment and Referral

1/ Any health professional shall have the duty
to render emergency medical treatment
within the scope of his professional
practice.

2/ Where a health professional is not capable
of providing the necessary emergency
medical treatment in accordance with the
health institution’s standard, he shall
immediately refer the patient, in
accordance with the referral system. to an
appropriate health institution which is
capable of providing the necessary
treatment.
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ap. avf5y7-1 AATTHHS T1LA 39. Prescribing and Dispensing of Medicines

&/ av @574 TN PO A A0 1/ Medicine shall only be prescribed by a
NA®- ANA Pav-p i 4.9 e P10- medical practitioner who is licensed by the
mar ANIG QA2 AF LPTA: appropriate organ.

€/ TIEIC QNG (Nov-p ave:h- 2/ Any medical practitioner shall prescribe

) Wil PO CHw- Pav ey ! A l'l'l“ﬂ’l . medicine following prescription
Py § i ) procedures and on a standard prescription
2C9T7 Mo tAG RLE07 mA$ paper.

-HHIE Pt I @bt T
AL CUPGTA:
. 3/ Medicines shall be dispensed by medical
i/ a@yiAT PO LT vy professional .

Qaov-¢ LIPS A::
4/ Without prejudice to sub-article (3) of this

o/ MY AKI1Po 0700 W7dd  [ii/ Article, the executive organ, in accordance
LMo A7 Tmld ST 0mS with the directive to be issued, may permit
HAOETNT QAP PTG (\AN1S 6 as to the dispensation of medicines by
V22 AAT PG Qoo e 9 health extension professionals and, in
av @5 40 AATLS-LA T U compelling circumstances, by other health
ANd.977 Aha. 092 mM@- avavy, @ professionals.

A4 P L L AM::

&/ VIEmge e ATIRA 4P L 5/ Any licensed professional dispenser of
- e-Fama- OA m,: ¢ Pav eyt 7'\ ,e_ a medicine shall dispense medicines with
Q. Y " care by rendering enough information and
;;5;;' '}‘?,;ln(:’ {‘07;0 nﬂ"";:(. i]?!"} g“: understanding based upon dispensing
m”,“{\ AA T m " procedures.

6/ Any professional dispenser of medicine may
not dispense medicines without
prescription issued in accordance with
medicine prescribing procedures, except
medicines dispensed without prescription.

Z/ Nave54- ROMH  OCOYT avw/lq-
eavhge roMHN helame a7 A4F
Na-tPC 775 o9 Nav e TILA
e AL PTAYe- Qoo PATD LY
T @bt DT TIRA
ALTAI:

q. Pgav @LI° SV LD TP 40. Interns or Residents

1/ Any health institution which let interns or
residents to practice the respective stream
of their studies, the institution and the

b/ TiIFo9° emG R ePLav @L9°
[V VAR LA I W VA S L L T B
TIPVCT OF0C ATSATI 8. (LD L:

PG PG FVCT (W AICIO- school shall be duty bond to follow up their
STFay Pav 1A ALY AATTFa-: training and practice.
€ Y AIPER F0-0 RIPAR )8/ 2/ Notwithstanding sub-article (1) of this
& LECI° PPeav LI LVl I° {ﬂd’ Article, any intern or resident may be held
§ y - responsible for any injury he causes to a
¢ 03077 Ag A“LeLCAm- patient.

+5%F tmPE A7 LA
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41. Requirement of Certificate of Competence

1/ A person requiring to establish health
institution or medicine trade of service or
to undertake change within the institution
shall obtain certificate of competence from
the appropriate organ.

2/ A certificate of competence issued in
accordance with sub-article (1) of this
Article shall be renewed every year.

42. Standard of Health Institutions

The executive organ shall determine the
categories and standards of services to be
provided by health institutions.

43. Cessation of Business

Any health institution or medicine trade
establishment which ceases to operate its
business shall deal with the stocks of medicines
and invoices, registers and prescriptions related
to same in accordance with directives issued by
the executive organ.

44. Controllable Health Related Institutions

Any controllable health related institution shall
meet the standards of hygienic requirements set
by the executive organ.

PART NINE
TRADITIONAL AND COMPLEMENTARY OR
ALTERNATIVE MEDICINE

45. Registration

Any locally produced or imported traditional,
complementary or alternative medicine may not
be put into use unless evaluated and registered
by the executive organ.



12 EN8%HD

bofulet\ 16T DU kpC B PC E 47 ENE 990

Federal Negarit Gazeta No.9 13" January, 2010 page 5184

8
pr

PAVART 1R II4, @L9° PRTILE

Ahg°S Qnov-¢

8/ TIEo9 G0 AN Yam- AhA

18
N

Pov-¢  LPL ALTY  NMVAPT
N-1£.294 ®LI° A" hh9°T
ANTVe A LTAI®::

eQUAPT 189294 0LI° W71l
9 Pav-p  LPCe NPAIOT
9av-l:  POAL. PG Pav-@ -
°NNCG NPT AP-11av1av avF3-L0
Y IERE

4985 P30T we9® eTOLHNT
PAVAPT O-1+L.D.94 0LI° PATIL-F
AN9°S QAov-f  RIANWNT  AONT
ALTAI:

ALY +RIIé 0 LI W71 HhP°T

AMANT avhss, (13-

8/ TE o9 ao- A0 QAe- AhA

nrédteat 03 o PQUAPT
18224, ®LI° PhT1L hI°T
AIANT ad T K LAY

PE09° Ao AN Qdo-
QAT C1Am PNPT 71497048,
PI°ANC wld T ALT Lo QVAPT
T8I @LI° hVi-cf avl:7
o [ A Thav a7 avApT
TG40 @ LI° OGP hLTAI::

Y K742 700 Wr1dPa  /€/
aw/l - eam NP 97497198,
PIPNNC ol P ONP%av-: avd-L0
Y IERE

h%A hOC

ANT8LEP ACI°ELT K PPl hbi-dA

GE. AOTRLELP HACI°EPT

o

b/

A00 QAo AA PP 99,0048
PONC ol P @LI° Pov-@ ol L.PL:
eTama: 775090 Go- LUTT hAPE:
OLI° AAPE. hLARA° Pom7 L7
mLI° avavs @ (1av-1ANG \O¢- P17
A7V P TOmo- PPONC ol T o 89°
4P L AINL LI ANLH LA

46.

47.

48.

License Requisite

1/ No person shall practice as a traditional or
complementary or alternative medicine
practitioner with out having obtained a
practice license issued by the appropriate
organ.

2/ A traditional, complementary or alternative
medicine practitioner’s license shall be
renewed every five years upon ethical and
competence evaluation of the licensee.

3/ A traditional, complementary or alternative
medicine practitioner whose license has
been suspended or revoked shall be
prohibited to practice his profession.

Traditional, Complementary or Alternative
Medicine Service Premises

1/ Any person may not render traditional,
complementary or alternative medicine
service out of the premises approved by the
appropriate organ.

2/ No person shall manufacture, import,
export, distribute or sell traditional,
complementary or alternative medicine
without obtaining a certificate of
competence from the appropriate organ.

3/ A certificate of competence issued pursuant
to sub-article (2) of this Article shall be
renewed every year.

PART TEN
ADMINISTRATIVE MEASURES AND
COMPLAINTS’HANDLING

Administrative measures

1/ A certificate of competence or license issued
by the appropriate organ may be suspended
or revoked where the holder thereof works
in violation of this Proclamation or
regulations or directives issued hereunder.
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g/ K0 eam- AhA TIF @90 av 5yt 2/ Where the appropriate organ ascertains that
@ L9° U0 AWIAINT A AATPUP'rT any medicine or food is not safe for use, it
ALLIMP LT w9 UT may seize the medicine or food and
A ENG nq‘}""’: 0L (1AL o dispose or send it back to the country of
@6, 251 0L 0L @O0 WIC origin at the expense of its owner or
ATEavAN A LRCT LTAAR POSSESSOr.

B/ o9 o PANPT L0,
ronc wldt Ao (S 3/ The appropriate organ shall close any health
NIAT @LI° a5yt 7L institution or medicine trade establishment
e TATICHE DT A0 LAm- operated without having a certificate of
A tkoor (17707 L7 competence and take appropriate actions.
ACIE LONSA\:

8. W0Pes hdi-dA 49. Complaints Handling

8/ TIF09° NP TUL010 9P0AC 1/ Any person who is aggrieved of the denial,
0l @eI° Pav-p 4P e e--haha suspension or revocation of a certificate of
PINNC @l dl: eIt LPS8. competence or license may lodge his
eINLNT @fI eTALNT Ao compliant within 30 days from the date of
Pl ACTBo- honL T 7 decision to the grievance haring body
Tooe (16 ‘,,;.;’1 OO A0 CAa- established by the appropriate organ.
A ARRovw- PoJ A7 KA
TPLAN LTAN::

B i 2/ The body received a complaint in accord-
&/ o~ Kibx 100 WrbER /L’_{ ance with sub-article (1) of this Article
aw it P PPLNAT hha 04 shall render its decision within 30 days.

PG @-0TF @-A% aPOm T AAT::
PART ELEVEN
AFA A0 W7 MISCELLANEOUS PROVISIONS
AL AR £7.929F
9. AA77L NFobfPT 50. Commercial Advertisement
&/ PIAWNT  Pav S 0L PMS 1/ Commercial advertisement of food, medicine
ANANNCT 2728 TOIodf Nav15§ or health service through mass media or
NHY7  of9 01T o9>  avp)e: other means shall be determined by
PULTANENT U ANGRTL Aha directive issued by the executive organ.
N7 eoMw- avavs @ LmNG Az
g/ TIiFeo9  Ca5TF  ANDT oLy 2/ Any mass media or advertising organ shall
MJodf A0FAAL AMA W03 be obliged to respect the directive issued.
Ahae PoMar avavs e AR
Pav ol 08, A
- _ 3/ The executive organ shall ensure the
[/ A0ERYL Rhae ePPNT gav eyl implementation of the food, medicine or

(1 fmg AN T 7L
S wodf HANaP A POl Nw-
avavy, @ ol AL, adPAy €L VNN

health service commercial advertisement
directive.
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1/ Food, medicine, health and controllable
health related service rendering institutions
shall submit periodical information
regarding their services in accordance with
directives of the appropriate organ.

2/ State regulatory or delegated organs shall
submit report to the executive organ on
license/certificate of competence and
professional license they have issued,
suspended and revoked.

Duty to Cooperate

The concerned federal and regional bodies shall
have the duty to cooperate with the executive
organ with a view to facilitating the effectively
discharging its duties under this Proclamation.

Penalty

1/ Unless a higher penalty is provided under
the Criminal Code:

a) Any licensed person who:

(1) impedes the work of inspector
assigned pursuant to sub-article
(2) (a) of Article 5 of this
Proclamation shall be punishable
with imprisonment for not less
than one year and not exceeding
five years or with a fine not less
than Birr 10,000 and not
exceeding Birr 50,000 or with
both;

(2) transfers the certificate of competence
or license issued to him to any person
by way of any means without the
permission of the executive organ
shall be punishable with
imprisonment of not less than two
years and not exceeding five years
and a fine of not less than Birr 50,000
and not exceeding Birr 100,000;
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b)

d)

g)

Any licensed medicine manufacturer,
importer, exporter or wholesaler who
sales medicine to a person without a
certificate of competence or license
shall be punishable with imprisonment
of not less than five years and not
exceeding seven years and with a fine
of not less than Birr 50,000 and not
exceeding Birr 100,000;

Any person who trades medicines
without a certificate of competence
shall be punishable with imprisonment
for not less than five years and not
exceeding seven years and with a fine
of not less than Birr 50,000 and not
exceeding Birr 100,000;

Any person who conduct clinical trail in
violation of Article 15 shall be punishable
with punishable with imprisonment of not
less five years and not exceeding seven
years and with a fine of not less than Birr
50,000 and not exceeding birr 100,000;

Any person who advertises in
violation of Article 22 or 50 of this
Proclamation shall be punishable with
imprisonment of not less than six
months and not exceeding one year or
with a fine of not less than Birr 5,000
and not exceeding Birr 10,000 or with
both;

Any person who advertises by way of any
means to encourage the abuse of narcotic
drugs or psychotropic substances or causes
or allows such advertising or causes the
illegal production of narcotic drugs or
psychotropic  substances through the
inappropriate use of precursor chemicals
shall be punishable with imprisonment of
not less than seven years and not
exceeding fifteen years andwith a fine of
not less than Birr 30,000 and not exceeding
Birr, 50,000;

Any person who violates the
provisions of Article 7 (1) or (2) about
food safety and quality or Article 8
about food packaging and labeling of
this Proclamation shall be punishable
with imprisonment of not less than
two years and not exceeding five years
and with a fine of not less than Birr
20, 000 and not exceeding Birr
50,000;
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h) Any person who violates Article 6
about registration and licensing of
food, Article 9 about standards for
nutrition and labeling or Article 11

)

about

food irradiation of this

Proclamation shall be punishable with
imprisonment of not less than one year
and not exceeding three years or with
a fine of not less Birr 5, 000 and not
exceeding Birr 10,000 or with both;

Any person who violates:

1/

2/

Article 12 about water quality
control of this Proclamation shall
be punishable with imprisonment
of not less than three years or with
a fine of not less than Birr 20,000
and not exceeding Birr 40,000 or
with both;

Article 24 about dangerous
chemicals of this Proclamation
shall be  punishable  with

imprisonment of not less than five
years or with a fine of not less
than Birr 50,000 and not
exceeding Birr 100,000 or with
both;

Any person who does not provide

occupational health

services under

Article 23 (1) of this Proclamation
shall be punishable with imprisonment
of not less than three years or with a
fine of not less than Birr 20,000 and
not exceeding Birr 40,000 or with
both;

k) Any person who violates construction

D)

standards

under Article 25 of this

Proclamation shall be punishable with
imprisonment of not less than three months
and not exceeding one year or with a fine
of not less than three years or with a fine of
not less than Birr 5,000 and not exceeding
Birr 10,000 or with both;

Any person who violates Article 31
about organizing toilet facilities or
Article 32 about bathing places and
pools of this Proclamation shall be
punishable with a fine of not less than
Birr 3,000 and not exceeding Birr
5,000;
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2/

m) Any health professional who violates
requirements of professional license under
Article 33 or standards of care and scope
of practice under Article 34 of this
Proclamation shall be punishable with
imprisonment of not less than two years
and not exceeding five years;

n) Any person who violates:

0)

1/

2/

3/

the duty to report communicable
diseases under sub-article (1) or the
duty to quarantine a person infected
or suspected of epidemic disease
under sub-article (2) of Article 27 of
this Proclamation shall be punishable
with imprisonment of not exceeding
six months or fine of not exceeding
Birr 3,000 or with both;

the duty to report under Article 36 of
this Proclamation shall be punishable
with imprisonment of not less than six
months and not exceeding 2 years or
with a fine of not less than Birr 5,000
and not exceeding birr 10,000 or with
both;

the duty with respect to patients’
information and of health institutions
under Article 37 of the Proclamation
shall be punishable with
imprisonment of not exceeding one
year or fine of not exceeding Birr
10,000 or with both;

Any person who violates Article 45 about
traditional, complementary or alternative
medicine registration, Article 46 about
traditional, complementary or alternative
medicine practitioner licensing or Article
47 about traditional, complementary or
alternative medicine service premises of
the Proclamation shall be punishable with
imprisonment of not less than one year and
not exceeding three years and with a fine
of not less than Birr 5,000 and not
exceeding birr 10,000.

Any employee or official of the appropriate
organ who, by taking bribes or through
nepotism or other illegal relationships, and in
violation of this Proclamation or regulations or
directives issued hereunder:
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U/ eI PPN 0L PmS a) issues or renews or causes the
0L M5 1h RPPC CTLLLINT issuance or renewal of a certificate of
ARI° WIAWCTT NTLavad- T PA- competence or professional license
P W, PPNNC ol with respect to medicine, food or
oLI° Pov-f i 4P PAM health or controllable health related
o LI LN wLI® ATLNPT oLI° institution services; or
AT8T0 PRATT 0 LI°
a/ pavfs "-'7: Ly U P b) authorizes or causes the authorization
@Lg> a3l @89 9O AI- of the use of food or medicine or raw
et {::‘é,(’ 1‘\“)%\ 15_’ 0> 't'::ﬂ.ar'i materials without making adequate
5)';‘:’11; : f];izj"l" ?"1:2:; I 'e‘iz evaluation, where relevant, of their
ATSOD PLDE DP 9n AL quality, safety and efficacy;
LRANT . . .
shall, unless a higher penalty is provided under
2'7.("0"1 ﬂﬂl?l,?:‘&\t ?7':,‘?”2:';‘ {’{‘]’3_7,? ﬁ';l(’;g the criminal code, be punishable with
{\U"' fot+C nAT S (‘,? ' imprisonment of not less than seven years and
?1”‘“ G 171 ﬂA’P‘I’\/:‘ &1 AT BIC not exceeding fifteen years and with a fine not
ari. 0770705 hc T 0Me0AT less than Birr 30,000 and not exceeding birr
avPett P M 50,000.

£/ QY KWrbA 100 Kbk /€] Ptav- 3/ The penalty provided for under sub-article
abrto- Pt aogaf dmo- Q- (2) of this Article shall also be applicable
9L ALT° TR LG A to a person who has given the bribe.

o/ Y KrPx 100 ATPR /8 4/ If a person who participated in the
e ravArt? P4 (a0 RA9° H0C commission of an offence provided for
P1A1LS A of GG LT under sub-article (2) of this Article gives,
naod (- 041 Al 1TL.a00@ P41 before the case is submitted to a court,
ANTNNE2E 996 (1 avl B PAm’? adequate information on the commlsswn.of
A P61V TL0L0EC (LY Mh< avw- the offense and the role of the major
L NN RIG LAl APLCTD participants, the Ministry of Justice may
,é.7f- Al - exempt the person from prosecution

v pursuant to this Proclamation.
8. AT 14Ut ANTLT T M1 54. Repeal and Inapplicable Laws
A/ PULNTAT (Y APE T ULPAT 1/ The following laws are hereby repealed:
v/ ?an,({-;';',_-}-‘ i\ghl‘i.(’:(.“.'_ 4(.:’!"1‘(.‘ a) the Drug Administration and Control
APR RPC BECE/TUVIRT RS Proclamation No. 176/1999; and
a/ -l mS AmOOP KPP b) the Public Health Proclamation No.
RPC BF/TUPEE:: 200/2000.
€/  LUT APE PULPLT TITFo9° i o i
hOT LHT avavl e LI Phiv- 2/ No law, regulation, directive or practice
&G AL (LY ?\‘i’ & o-0P P - shall, in so far as it is inconsistent with this
ﬂ";\h'l‘ P8P N9 avan T 1d.- Proclamation, be applicable with respect to
i - matters provided for by this Proclamation.
A0 ALS L9
. KT aavl e ¢o-Mt AT 55. Power to Issue Regulations and Directives
B/ PULLOTCT °NC 0T LU ?‘q)}-ﬁ 1/ The Council of Ministers may issue
ATINEAT° i PULLNLADY  RTIOTF regulations necessary for the
ALON LTAN:: implementation of this Proclamation.
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56.

2/

3/

States may issue laws for the implement-
tation of this Proclamation.

The executive organ may issue directives
necessary for the implementation of this
Proclamation and regulations issued
pursuant to sub-article (1) of this Article.

Effective Date

This Proclamation shall enter into force up on
the date of publication in the Federal Negarit
Gazeta.

Done at Addis Ababa, this 13" day of January, 2010

GIRMA WOLDEGIORGIS

PRESIDENT OF THE FEDERAL

DEMOCRATIC REPUBLIC OF ETHIOPIA



