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REGULATION No0.60/2014
A REGULATION TO PROVIDE FOR THE
ADDIS ABABA CITY GOVERNMENT FOOD
MEDICINE AND HEALTH CARE
ADMINISTRATION AND CONTROL

This Regulation is issued by the Addis Ababa City
Government Cabinet in accordance with Article
23(1) (f) of the Revised Charter Proclamation
N0.361/2003 and Article 28 of the Addis Ababa
City Government Food, Medicine and Health Care
Control  Proclamation

Administration and

N0.30/2012 as follows.

AL0 196 IHM 7Pk BOFIE
Addis Negari Gazeta P.O.Box 2445

___________________________
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1. Short Title

This Regulation may be cited as the “Addis Ababa
City Government Food, Medicine and Health Care
Administration and Control Regulation
No0.60/2014”.

2. Definitions

Unless the context otherwise requires, in this Regulation:

1. “Federal Proclamation” means the Federal Food,
Medicine and Health Care Administration and Control
Proclamation No.661/2011;

2. “Proclamation” means the Addis Ababa City
Government Food, Medicine and Health Care

Administration and Control Proclamation N0.30/2012;

3. “Prescription” means any order for medicines
written by a duly licensed medical professional
issued to a patient in order to collect medicine from

dispensing unit;

4. “Food” means any raw, semi processed or
processed substance for commercial purpose or to
be served for 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 manfacture,
preparation or treatment of food, except tobacco

and substances used only as medicine;

5. “Food Supplement” means a type of food that
supplement the normal diet and which is a
concentrated source of vitamin, mineral or other
substance with a nutritional or physiological effect,
alone or in combination, designed to be taken in
measured small quantities and is prepared in
capsule, pill, powder, liquid, or any other similar

forms;
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6.

10.

11.

12.

13.

“Food Additive” means any substance added
to food to improve its taste, color, preservation

or appearance and considered as part of food;

“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;

“Food Institution” means an enterprise that
uses food for trading or non trading activities;
“Food Manufacturer” means an enterprise
licenced by the Authority to produce, distribute
and sell food products only in the Addis Ababa
City ;

“Food Cooker” means any person who involves in
food trading directly or has a contact directly or
indirectly with food trade activities;

“Food Safety” means the prevention and
control of food born disease in the process of
delivering food to the consumer through proper
manufacturing, preparation, handling, storage
and transportation of food;

“Potentially Hazardous Food” means food
exposed to or capable of supporting the growth
of disease-causing microorganisms or the
production of toxins;

“Good Manufacturing Practice” means the
basic principles which any food or medicine
manufacturer should consistently comply to
manufacture safe and quality food or safe,

quality and efficacious medicine;
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T0 “evhAd” “10T AL 0f79° AA oo & 14. “Adulteration” means adding any foreign
AVNLTON  ANACT (M99 CAO 90 substance or ingredient to a food for
o LI o CHT AL PATSTL commercial purpose or to be served for the
1C Noven,oo(C ®0L79° LHIET (hé.A public in any way or medicine other than its
®L79°  ov-A. (lov-d. (1A IC (oot content or by substituting its content in whole
o LI 0-+10.o- a1 £ 7009 or in part by such other substance or by storing
NAovanl-:G  Qaoo Pl WO6L  TIC  DIC or manufacturing it under unsanitary conditions
AN 714 o where by it may have been contaminated;

TZ“PhehA. e’ “10T N5 0-9° oom7 15. “Alcohol Beverage” means any beverage
PhAADA LHT PA® aomT t0-: containing alcohol regardless of its concenteration;

T2 RV 10T 0A A7 9°1r) oL9° 16. “Label” means any material which is printed
@ hBALTT awlE POLIAR or affixed to a packing material which
N7 AL P19 w9 PULAME provides the necessary information about food
A0 A7 N70.°f0-  o-0r (ALY T or medicine and includes written materials
P To 7 AV LanICLA: inserted within packing material;

I an &1 "0+ POo7 NS AovavCaon(C: 17. “Medicine” means any substance or mixture of
a“7h9v: A0 of9°  AovhahA substances used in the diagnosis treatment,
POLLINNN  TIG @9 Il TIC 0Ly mitigation or prevention of a disease in human
PIrL TICT owe AT PSChEhg and includes narcotic drugs, psychotropic
1 L0 TR av 02 AT Tehcac substances and precursor chemicals, traditional
herhae s PaUA oot TR0 .94 medicines, complementary or alternative
®LI° AT VAT awCH . K9°G medicine, poisons, blood and blood
PLI° APAALT: TROTT: ehidéd AFAL products,vaccine, radioactive  pharmaceuticals,
o &5 AT DL AL NVEAT cosmetics and sanitary items and medical
AG PTG w1l e LanICEA: instruments;

TT Lo @Y 1LY AT oo LT ATCE 18. “Medicine Trade” means to produce, repack,
AA9Y oL RIS A (16904 distribute or retail, sell or dispense medicines
WNédA 0L NTFCFEE he alE 6 with sufficient information for the purpose of
wiP LI LA TINT ha- profit making;

THAammCW 0T MANTE  oom79°  QLodl 19. “Poison” means any substance that may cause
Naw: NA70AT: MOAPT we9® NxhaO. danger to human, animal, plant or environment
LUl AL ALY PULeONTA VI m-ge even when taken in a small quantity;

714 TIC o
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AP t6 NI "0t Pho- @f9° PO 20. “Sanitary  Preparation” means any
o-0NP  TAVST Aoom(lEe  PULEINIA preparation used in the maintenance of
DFE @90 NV AT T EAT T cleanliness of human, house hold, and includes
PPCO TAMG oomEe HISAT7: PAd pads, tampons, dentifrices, sweat bands and
aod° moe), P} Aq SCE T deteriegent;
LI LA\

A5.04-10L7 TnT Aoz ARTTOAN T @L9° 21. “Pesticide” means any substance or mixture of
ARZPT @m&  Am0P  AOA  H0LT substances used to prevent control or destroy
AovhAhA:  AeSENMC  oL9° A“1PET pests to protect human, animal or plant health;

PULLNNIN  TIF @9 il TIC 0L9°
1Pl TIC 0VL o
AEAWAR oLy “I0T PARPT: PAINAT 22. “Traditional Medicine” means any plant, animal

oL9° P07 APAA T NimAY® P or mineral product that can be used independently
(wdbadd  AQ@-9° U5 ARIOANVTF  HWhooG or_m co_mblnat!on for the treatment of human or
animal diseases;
AT Cola-\ NVe T -t
AT “Cahng®s  aoov1lf” TNt Phe7 (0 23. “Medical Instrument” means any instrument

AavaoCavC @L9° AT (00T 0L or supply that may be used on the inner or
-5t K AL PP9° AL Pola-A

MIF0-I oo @LI° oINPT
P10 PR Pavan(avd 0 PANLAL: PP L treatment of a disease in humans, and includes

VageS:  PPCA Y9G aoPlIL PP RS various diagnostic, laboratory, surgery, dental,
PdNA ao(\4, ¢ ner: 0CTETT:
wCLPT T 447 lHT PP op(OA
NYEAT7: Ao A& PCOT 7 horhaed7: syringes and needles;
Pel)l. b LHATPTTT WSS av(A
AL PPTG 1NV LPTT LoIC LA

A0, ‘DR 0T Qe AR ST

AP LN AovenooC @LY°
PAOANT PCARGT hwisr ALPLC 1207
AwPPC (1MA AL PULLD TIF -9
HYET AT P85 PALTT AATT 7
1257 P74.C AT PP&C +a9es
MANPEe: P9LTT P4l TINPA.L: PANC
NPATLLeITr: Pl o dbPL e NVEAT T
9LLN L A G DT AT ARTHY NS
av ol P PTLmA TPl TICTT L ICLAT

outer part of the body for diagnosis or

medical instruments and suturing materials,

24. “Cosmetic” means any preparation intended to
be applied to the human body for cleaning,
beautying, promoting attractiveness or altering
the appearance without affecting the body’s
structure or functions that includes products
such as skincrems, 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;
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25.

26.

217.

28.

29.

30.

31.

“Tobacco Product” means product entirely or
partly made of the tobacco leaf which is
manufactured to be used for smocking,
sucking, chewing or snuffing;

“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;
“License” means a certificate issued for a
health professional to provide medical or other

health related services;

“Medical Practitioner” means a physician
who is licensed 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;

“Health Professional” means a person
registered as a health professional or licensed
by the Authority or Federal Food, Medicine,
and Health care Administration and Control
Authority to protect human health or provide

health services;

“Medicinal Professional” means a
pharmacist, druggist or pharmacy technician

who is licensed by the appropriate organ;

“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;



ZEas

A0 194 InM RPC F TIOF L ¢7 €0.% 2.9

Addis Negari Gazeta—No 60 6" June, 2014 Page 741

aio AT herha”

@z “aoCH7T]  $07”

(I:lfl; ‘n&?rw”

ag “PCAVAR h9°T APE “10-1T QAP Hho°e

AovAm-t N0A AN (P IIPA 4.¥L
¢ Hamo Am- jo-:
ail “Anesde  IPLANT Tt PPN o L9°

oo 5y U0 oo P 1L PNl
7L N9 LY TITor LTl AR
AT Neomd9® 9°N- ®LI° ooyl
MA@ 150 RI°ET RiLAowlol 171NavAA
@ L9° eI @L9° Pl Tt LHTS
WCL Ao-m N77P405 Mo MG AL 15T
T0ntA o

0t Nr7PE haten
@LI° NIANCT AL hAPA (o M5 AL
W s 18T ALRCO POLTA PhREA
AA»ANT ALIF LA (HCHC P7l.0P@-
no2hA o

az“me 1 mS Aam10P” 70T (74 Ahaa,

Pernak: @L9° herds IC VT PATo-
0o20AP: LNMAPS 21 WCoIP 1B TP
MET (QevhAhAG  QoodamC  w it
AALD  ATSLI20m-  (771L:47  ALTAP:
TN ePS ANTSLLP HE. 27
evmd9® Cwil %7 M7l AovmP
POLLeNTA ALTIN 0t

0t TIFo9
AR5 PPIC AL Awo-A PTILTA Ade-
AP M5 18 e 00 1o

AT NATTSOTEP T hACA
032 D TVCT LT hoe§ el (L1
077 082 TmssT  9°CI°C AR
howa 8% 1 0f9° b0 T ovAA ST
PL.oMG Nho o9 OR704T mS AL
T4 ALRCA  POLTA LAN:RLP  $AA
0L AA AN -t

32.

33.

34.

35.

36.

37.

“Traditional = Medication  Practitioner”
means a person who is licensed by the
Authority to provide traditional medication;

“Counterfeiting” means using in any way the
packing material, identification or trade mark, trade

name or any special mark of an authenticted

product of a manufacturer and presenting such
falsely labeled and packed food or medicine as if its
manufactured by the genuine manufacturer or

altering the content and property of food or

medicine that cause health hazards to human being;

“Dangerous Chemical” means a chemical that
can cause severe injury to human health if not
cautiously kept or utilized and categorized as
dangerous by the Federal Authority;
Health Care”

“QOccupational means a

scientific, technological and managerial
principle applied to protect and control workers
health by preventing or reducing risks that may
occur within working areas or relating to
occupation due to chemical, physical or

biological agents;

“Poisoned Waste” means any waste that
cannot be recycled and  deleterious to human
health;

“Waste” means liquid, solid or other waste
generates  from  industries, agricultural
institutions, school, residence, toilests or other
similar institutions which can affect the health

of human beings or animal,
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aZ “exAhal. mg AmA0P 2LAT M0t OGo- 38. “Poor Environment Sanitation’> means all
N2.5CN T Ah0, e221% AhAP ALl human environmental factors which may cause
Nms owe9° NASSC HeN AL 1&0% deleterious effect on the physical development,
A.LANTA POLTA “ITTo-9° Vo) ot health and survival of human beings;

ab. “RIL1S PP AL P'7m-A HS44” TI0T 39. “Recyclable Waste” means liquid waste that
N-HAL? 78T o0T (17904 Pho? m&§ could be treated to avoid injury to human
AT LA NP phe 4L Am-A PUULTA health or waste that could be transformed in to
AT 400 0Ly of AA P IC usable thing through various mechanisms;
AAOT PULTFA $AT Y-z

5. “Phmiméd Q@ AT AN QAo AhA 40. “Suspected Person” means a person who is
1999 ataad NHS RAIE24m approved by appropriate body as having been
PEMCS CANT? N “INTA0G: Po2TA exposed to infection by a disease and is capable
o o-: of communicating it;

b, “taad, NN "IN+ (FAPE o325 41. “Communicable Disease” means existing or
16751 (looant  REIE 0lCTE newly emerging diseases that can cause major
POy eanTa  PIL oLy (ASN avAR epidemics by spreading rapidly;
gLt 0 o

5E. DA FLT TNT ALV Al (T 42. “Quarantine” means isolation of persons who

FoamPa 0 ATTidao  LHPA are beloved to be exposed or infected with

TNA@ PULmlmé ALT7 AdNLI1IP LdLn
NHAP 0J W78 1L 102

A TIBCTT InTH (AL 0TS P Ph 43
2T o7 0LlAAd Ao A75°0-TAAS-
atod? L ANFTFo- AAg o ATTPE
A BT

). “PMS RIANCT TIat PG Qoo Lo
N-réPeat ems ovf 1NC ALTTT
007 Ol LULAT RIADNCT 1ot

0Ne oo NNE AL PTILTTF PMS
NAoo- 22" TINF V1P FAVTT “17A°T
ALTFA APC AN VAT AhAT Apét
ATS00To.  Polems PG Oov- PO
L B

emergent communicable disease until the

infection disconfirmed;

18
=

. “Isolation” means separation of persons who
are infected with communicable disease for
certain period so that they may not transmit the

disease to other person;

18
R

44. “Heath service” means a service provided by
a health professional as per the type and scope
of practice permitted by law;

18
oD

45, “Health Professionals Insufficiently
Available in the Market” means health
professionals believed to be scarse by the
federal authority based on unfulfillment.of the

national demand;
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bj%, “ao- PP ALY Y NG V0T NAPS: 46. “Unprofessional Conduct” means the conduct of
Y L7705 A0 A4Fo ANT WTS health professional contrary to professional ethics
LLEPT CTLITE MG Qdov- g oo e or obligations stipulated in the Proclamation, this
ll),e,,ﬂ"} @I 427 PNCT CAPET A0 Regulation and other relevant laws and standards;
@m-:

N, “TIAIL” AT A LI AAA OO T 47. “Client” means a patient or user who
OTF PG WIADNT ATIUTF QA (oA estat?llshe's .contractual or. otherW|§e

relationship with a health professional to obtain
@y A4 oAl hm§ Qaoe-f O health service for himself or for a third party;
VIErE COLLPC 0l @90 LT ok

aE TR WAL PG AP ©LI° Mm& h 48. “Institution” means health institution or health
EPPC P24 I @eIe  PICP) related controllable institution or food institution;
TR G-

0. “Pmg TR M0 PG TNNARD: PN 49. “Health Institution” means any
avhAhA: “ThI°G oot IRRI° 12497 governmental,  non-governmental,  private
0L9° Pl ML T oL institutions including diagnostic stations that
WIAIT P20 -7 TIE o-9° carryout promoting preventive curative and
Pavjrots a1 3R LAY L9 PN rehabilitative activities or medicine trade or
Tdgo e 4.9 0h TRhA T services;

LIl

i “mS " ePrC P7LLLNMT R AT 50. “Health Related Controllable Institution”
7509 NN e INe FRIC AT means any public service provding institution
TIUCT Mz 974919 i PhlDm-07F including schools, prisons, geriatric centers,
o’ n0N0.° “700A-T: PhAS1, AAD VST orphanage centers nurseries, market places,
70041 oo POA VIS UG “1B P gyms ,massage center, recreation centers
e 0FPT: PACT 0P PovIq barber and beauty salons;

MohAl: PooHGE “0hAT: PANRC (LTS
P ANGT7 LI A
51. “Revoke” means the revocation of the health
s, 04w Tl Pov-f 4P 0Ly P0PT _ _ o
proffetionals license or certification and
7LIN18, SPONC @b wOEHT APES _ _ : _
prohibiting from doing controliable activities
ny L0 av0ld PeC CoLLLNIVF@7 _ : .
based on the proclamation and this regulation;
TN RS LAEG avhiADA 1o
TE 0% It MY KT K107 avw 52. “Suspension” means any administration

0197 ?Po7.eahtA NG (197.4.49° PG
Oaoo-2 AL P9.m0AL “175 m.9° ANT45L4-P
ACI°E 1.t

measures taken against health profession who
commits activities that may entail suspension

in accordance with this Regulation;
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G, “Phoflo  NA»ANT “I0T Phfl-A 53. “Federal Authority” means Federal Food,
e Dyt RS mS  nnan, Medicine and Health Care Administration and
ANVTSLCT RPPC MA»ANT ¢ Control Authority;

o, “QaAMY M+ PhA%a AN he? 54. “Authority” means Addis Ababa City
ANTSLC  P9°MN: @ AT MG Government Food, Medicine and Health Care

nnan ANFSLCST RPrC AA»2ANT 10,k
U 10T PASO0 AN DT o
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Administration and Control Authority;

55. “City” means the Addis Ababa City;
56. “Government” means the Addis Ababa City

Government;

57. “Inspector” means any professional authorized by

the Authority to perform inspection activates

pursuant to this Regulation;

58. “Person” means natural or legal person;

59. Unless otherwise expressed, in this Regulation
expressions stated in the masculine gender

shall apply to the feminine gender.

3. Scope
Without prejudice to sub article (2) of Article 3

of the Federal Proclamation, this Regulation shall
apply to the Addis Ababa City Government food,
health
professionals and health related controllable

medicine, environmental health care,

institutions.

PART TWO
FOOD SAFETY AND QUALITY
ADMINISTRATION AND NTROL

4. Principle

No food unfit for human consumption or not
complying with appropriate safety and quality
standards may be manufactured, stored, distributed,
transported or made available for sale or use to the

public.
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5. Eood Manufacturing

1. No food manufacturer shall sell each of its
food products or changes the typed and
production process of the food without
securing permission from the Authority;

2. The Authority shall issue a permit in
accordance with sub-article 1 of this Article
upon ascertaining the fulfillment of good
manufacturing practices, food safety and
quality laboratory test and other necessary
requirements.

6. Eood Adulteration

1. It shall be prohibited to add or mix substance to
any food so as to increase its bulk or weight, or
make it appear better or for any other similar

purpose;

2. It shall be prohibited to partially or completely
imbed any poisonous, insanitary or delerious
ingredients or any other non-nutritive object in any
food and failure to maintain the necessary
components of food.

7. Eood Storage Display and Transportation

1. Any food or potentially hazardous food shall

be stored, displayed, packed or transported at

the appropriate temperature or cold chain;

2. Transporting food on or in any part of a vehicle
may only be possible where that part is clean
and has been cleaned to such an extent that
chemical, physical or  microbiological
contamination of the food is prevented,;
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3. It shall

be prohibited to store, load or
transport any food together with contaminated
food, waste food,

poison, any harmful

substance, animal or any other contaminant.

8. Nutrition

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

2. No person may disclose the nutritious content
in the food if produces without obtaining

approval from the Federal Authority;

3. The type and content of nutrition, usage glide
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.

9. Eood Supplement

1. Any person may only sale food supplements
upon the registration and permit of the Federal
Authority;

2. No person shall sell a food supplement unless
in per-packed from and its labeling contains the
phrase “food supplement”;

3. No labeling, presentation or advertisement of a
food supplement may describe that a balanced
and varied diet cannot provide appropriate
quantities of nutrients in general or attribute to
the food supplement the property of preventing

or treating a human disease.
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10. Infant and Follow up Formula and

Complementary Foods

Special permit of the Authority shall be required
to manufacture, distribute or sell any infant
follow up formula and complementary foods
that are produced in the City.

2. For the purpose of this Article:

a. “infant food” means a food prepared from
the products of vegetables or animal’s or
milk or other milk related products

madeaccording to the codex

accementrions infants food standard

prepared in factory provided for infants
from birth to six month for the purpose of
fulfillment of infant nutrition;

b. “babies food” means a food prepared from
vegetables or animal’s milk other milk related
products or other inputs made according to
codex alementrious babies food standard
prepared in factory or produced locally which
are prepared in accordance with national
standard provided for babies above six

months which is considered fit and available

on markets;

c. “follow up formula” means breast milk
infant or babies’ food provided that if the
food is not enough for the infant or babies.

3. The Authority shall ensure the registration of

infantand babies’ food and follow up formula by
Federal Authority and execute transaction

requirements before they are ready for sale.
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11. Food Fortification

1. “Food fortification” means the addition of one or
more micronutrients to a food to prevent or
correct a demonstrated deficiency of one more
nutrients in the general population or specific
population group;

2. The Federal Authority may order food
fortification for publication for public and

safety reasons;

3. Any food establishment may only manufacture,
import, distribute or sale any food identified for
fortification in accordance with sub article 2 of
this Article where such food is enriched in

accordance with prescribed requirements;

4. The labelling of fortified food shall contain

the phrase “enriched with”.

12. Packaging and Labeling of Food

Any producer or retailer of packed food shall not
supply or distribute to the market unless and
otherwise is duly packed and lebeled both in

English and Ambharic.

13. Food lrradiation

1. A food irradiation establishment shall be
designated to meet the requirements of safety

and good hygienic practices;

2. The radio nuclei remain in any food may

exceed the acceptable limit.
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14. Water Supply

1. Any person may only carry out water supply
services of spring, well or pipe water up on the
approval of quality of water 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.

15. Sale of Alcohol

1. No person shall imprt, manufacture, store or
sale alcoholic beverages without meeting the
required standards set by the appropriate
organ;

2. Any organization which produces packed
beverages is prohibited to produce, prepare,
store and sale beverages bellow the sanitations

and standards set by the appropriate authority;

3. The sale of any alcohol beverage to a minor is
prohibited.
16. Post Marketing Surveillance
1. The Authority shall undertake post marketing
surveillance on food or medicine for sale and
take the necessary measures thereof; details
shall be determined by directives;
2. Any food establishment shall have the
following duties:
a. Inform the Authority unprecedented
problem in food safety and quality;
b. Refrain from distributing of unfit food
human consumption; and
c. Collect the food he offered for sale where it
is unfit for human consumption and dispose

same in accordance with the Federal

Authority’s order.
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17. Eood Seizure and Disposal

1. The Authority may seize food or order

disposal where the food:

a. does not have market authorization,

b. is counterfeit,

c. has expired or deteriorated quality,

d. is produced in contravention of good

manufacring practices,

e. Is stored, distributed, offered for
dispensing or dispensed by a person
without certificate of competence to be

engaged in food trader.

2. The Authority shall ensure that food is
disposed to the extent it may not be
retrievable;

3. The Authority shall issue a certificate to the
owner or possessor of the food disposed in
accordance with sub article 2 of this Article
upon request.

PART THREE
ADMINISTRATION AND CONTROL OF
MEDICINE

18. Medicine Handling
1. Any medicine professional shall ensure the

placements of medicines according their
nature, cold chine, time duration and solar

radiation in accordance with relevant law;

2. Any medicine professional shall identity
medicine whose expiry date lapsed and that do

not use in different cases;
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3. Any medicine professional shall identify
inflammable medicines or chemicals that
pollute other medicines, chemical compounds

and other medicines;

4. Any medicine professional shall priorities
medicines according to their expiry date;

5. Any medicine professional shall notice to the
authority where he encounters force majeure

in medicine handling;

6. Any health institution shall give clear information
about purchase, storage, distribution and selling of
medicines and provide receipt and arrange in a

system it can be audited.

19. Medicine Service

1. Any health

medicine services timely in accordance with

institution shall follow up

appropriate medice control methods;

2. Proper care shall be taken for the clients who
come to get medical services so as not to be
hurt in connection with medicine; report shall
be submitted to the Authority if such harm

occurs,;

3. Any health institution shall follow up that
name of medicine, prescription being written
clearly and packed appropriately and the

service is rendered with full information;
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5. Any health institution shall arrange rooms that
enable it render the medicine service, to
accommodate human resource, equipment and
store for medicine, chemistry, distribution,
and consultation service for medicine use in a

way convenient for the clients;

6. Medicine shall be distributed to patients by

medicine professional.

20. Packaging and L abeling of Medicines

1.Any medicine retailer or health institution of
medicine shall not supply it to the market or
distribute it other wise unless duly packed and
labeled;

2.The label of any medicine shall be written

either in the Amharic or English language.

21. Clinical Trial

Clinical trial shall be prohibited at health
institutions under the City Government or other
places unless authorization is obtained from the
Federal Authority.

22. Elicit Medicine Trafficking

1. It shall be prohibited to buy, store, distribute,

sell or dispense medicines provided by
medicine importers and manufactures who are
not registered or licensed from the Federal

Authority;
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2. It is prohibited for a person who is not licensed
from the Authority to store, sell or distribute
medicine;

3. Any person licensed to distribute or sell
medicine shall distribute or sell using only
legal receipt; the receipt shall contain atleast
the name of medicine, strength, capacity and
size, content, internal code, price of the
medicine, name, sex, and age of the patient,
order date, name of the institution, dispensers
name and signature;

4. Any person shall notify illicit trafficking of
medicines to the Authority.

23. Poisons and Radiative Medicines

No person shall hold, store, or distribute
poisonous and radiative medicines without
securing qualification certificate from the

Federal Authority.

24. Traditional, Complementary or Alternative
Medicine
Any traditional, complementary or alternative
medicine produced in the country shall not be
provided for service unless it is evaluated and

registered by the Federal Authority.

25. Post Marketing Surveillance

1. The Authority shall undertake post marketing
surveillance or federal authority undertake
post marketing surveillance report its have to
take the necessary measures;
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2. Any health institution shall have the following
duties:

a. inform the Authority unprecedented
difficulty or complaint on the safety,

efficacy and quality of medicine;

b. Refrain from distributing any medicine

when the Federal Authority or
concerened body notified as having

safety, efficacy or quality defect;

c. To be collaborating collecting from
distributing any medicine the Authority
notified as having safety, efficacy or

quality defect;

d. Any health institution Insure to the
categories and standards of service set by
the Federal Authority.

3. Any health professional shall immediately
inform the Authority any problem he may
encounter with respect to the safety, efficacy
or quality of medicine.

26. Requirement of Special Permit for Narcotic
Drugs, Psychotropic __ Substances _and

Precursor Chemicals

1. Any person shall possess narcotic drugs,

psychotropic  substances or  precursor
chemicals are required to have a special
permit issued by the Federal Authority;

2. A special permit shall be issued pursuant to
sub article (1) of this Article only to a person
who has obtained a certificate competence

with respects possession and health service.
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27. Seizure and Disposal of Medicine

1. The Authority may order seizure and dispose
medicine:
a. Medicines which are not allowed to sell

or having no special permit;

b. Counterfeit medicines;

c. Medicines which are expired or quality
is deteriorated;

d. Medicines stored, distributed, to be
dispensable or dispensed by a person
who is not licensed to undertake
medicine trade;

e. If the medicine served on unauthorized
clinical trial.

2. The Authority shall ensure the disposal of

medicine provided that it is not serve the purpose;

3. The Authority shall furnish certificate of
disposed medicate for the owner or possessor
of medicine per sub article 2 of this Article
upon request.

PART FOUR
CONTROL OF TOBACCO PRODUCTION

28. Control of Tobacco

1. Any tobacco may be sold or retailed on if it is
purchased from a distributer who has obtained

license from Federal Authority;

2. Any tobacco may be sold or retailed on if it is
obtained to sell tobacco process enterprise
licesensed by the Authority;
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3. Any business enterprise may sell or retail
tobacco process only if it is produced locally

or imported legally.

29. Labeling and Packaqing of Tobacco Product

1. The labeling of any tobacco product shall
describe the characteristics of the product, its
health problems and hazard and may not
contain any sign that directly or indirectly
creates the false impression that a particular
tobacco product is less harmful than any other

tobacco products;

2. Any person engaged in tobacco retailing any
unit packet,pakage of tobacco products and
outside packaging labeling shall:

a. Bear health warning describing that
harmful effects of tobacco use which
shall constitute 30 percent or more of

the principal display areas;

b. Describe the health warning in words or
picture that smoking causes cancer,

cardiac and lung diseases and kills;

c. Written in  Amharic or English should

be large, visible and legible;and

d. Contain information on the constituents

and emissions of tobacco products.
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30. Advertising, Promotion and Sponsorship of
Tobacco Product

No person may advertise tobacco product
thought radio, television, newspapers and any
other means or provide information or sponsor or
provide any type of support to promote or spread

tobacco product sell.

31. Non Smoking Areas

1. No person may smoke tobacco in a place for

public gathering or use;

2. Places for public gathering or use shall include

the following:

a. Any work places,

b. Cinema,theatre,video houses and such
other similar places,

c. Health institutions,

d. Cafeteria, tea houses, restaurants, hotels,
bars, night clubs or such other
entertainment places,

e. Places where minors and pregnant
women are present,

f. Public conveyance,

g. Educational institutions,

h. Stadium, sport and entertainment places,
and

i. Such other places the Federal Authority
prohibit smoking.

3. Notwithstanding the provision of sub article
1 of this Article, smoking in places for
public gathering or use identified by the
Federal Authority may only be slowed at
designated smoking area.
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4. Any owner or head or employee or
representative of the organization of non-
smoking places shall have the duity to
prohibit smoking.

PART FIVE
ISSUANCE OF HEAL TH PROFESSIONAL
LICENSE AND CONTROL

32. Requirement of Professional License

No health professional shall provide health service
in the City unless he is authorized by the Authority;
however, professionals licensed by the Federal
Authority.

33. Issuance of Professional License

1. Any person shall obtain professional license
upon fulfilling the requirements set by the
Federal Authority;

2. The

professional license as appropriate for

Authority may issue restricted

impaired health professional;

3. Any health professional with more than one
health professions shall obtained licenses
that enable him to work to his professions
providuded that he fulfills the necessary
requirements;

4. Without prejudice sub article (3) of this
Articles no health professional may render
service simultaneously;

5. No health professional shall in any manner
transfer or rent his professional license to

third party.
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34. Scope of Professional Practice
1. Any licensed professional may not render

service other than his scope of professional
practice;

2. Without prejudice sub article (1) of this Article,
the professional may provide service other than
his scope of practice in accordance with special
decision of the Authority;

3. Without prejudice sub-article (1) of this Article
the professional may provide fund a mental
basic of health service out of his scope practice
when emergency so requires.

35. Renewal of Professional License
1. Professional practice license given to any health
professional shall be renewed every five years
upon ethical and competence evaluation;
2. License shall be renewed pursuant to sub

article (1) of this Article:
a. Where the professional  submits

certificate that he follows up continuous
education of health;

b. Where the professional submit health
certificate enabling him to carry out his
profession;

c. Where the professional submit work
experience that declares that he was at
work from the institution he was
employed.

3. For purpose of this Article “continuous

health education” means a training taken by
any health professional while at work in
order to maintain strengthen his knowledge
and skill in accordance with the decision of
the Federal Authority.
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36. Inactive Status of Professional Licence

1. Every health professional shall notify the
Authority where he did not practice his
profession for more than two years for any
reason;

2. The Authority shall authorize a health

professional who did not practice his
profession as stipulated in sub article (1) of
this Article to practice by requiring
completion of continuing medical education

or under supervision training as appropriate;

3. A health professional who did not practice his
profession for more than two years shall be
deemed as practicing without professional
license if he is engaged in practicing without
notifying the authority.

37. Health Professionals Reqister

1. The Authority shall establish a register for
registering every health professional practicing
in Ethiopia comprising his name, nationality,
normal residence and usual place of business
and such other necessary particulars;

2. The Authority shall receive every higher
education institution graduates list in health
professions and technical and vocational
institutions;

3. The register stipulated in sub article 1 of this
Article shall be open to the public as
appropriate.

38. Returning of Professional License

Any health professional shall be duty bound to

surrender his professional license where his

license is suspended or revoked or he
mission  or

completes  his relinquishes

practicing his profession.
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39. Traditional Medicine Practitioner

1. No person shall practice as a traditional
medicine practitioner without obtaining a
practice license issued by the Federal Authority;

2. A traditional medicine practitioner’s license

shall be renewed every five years upon
ethical and competence organ;

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

40. Establishment of Health Professionals’ FEthics

Committee

The health professionals’ ethics committee, which is
in charge of assisting the licensing and control of
health professionals, is hereby established by this
Regulation.

41. Powers and Function of the ethics committee

The health professional’s ethics committee shall

have the following powers and functions:

1. shall investigate a charge brought against a
health professional unprofessional conduct;

2. Where it ascertains that there is adequate
evidence to entertain the charge, shall send the
charge to the health professional notifying him
in the sumon to appear with his reply;

3. Shall submit, after examining the charge and
evidence produced against the health
professional and the health professional’s
reply and evidence recommendations to the
Director General of the Authority;

4. Recommend the appointment of various health

professional boards to the Authority,the board
established in accordance with this Article
may be composed of one or various kinds of

health professionals;
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5. May delegate it’s powers partly or fully to the
health professional’s board established by this

regulation;

6. Shall perform such other duties directed to it
by the Authority.

7. The Authority shall issue the directive to
implement this Article.

42. Meeting Procedure of the Ethics Commitee

1. The ethical committee shall meet once in every
month, however, the chairperson may call an
urgent meeting if it is nessessary;

2. The presence of more than half of the ethics
committee members shall constitute a quorum;

3. Decisions of the committee shall be passed by
a majority vote; In case of a tie, the chairperson
shall have the casting vote;

4. Notwithstanding the provisions in this Article, the
committee may issue internal regulation to regulate
its own meeting procedure.

43. Members of the Ethics Committee

The ethics committee shall have the following
members:

1. Appointee of the  General Director

............................ Chair Person,

2. Representative from the
................................ Secretary,

Authority

3. One representative from each health
Professional’s Association........... Member,

4. Two representative from the
Community.........cooevvvneneininnn.. Member,
5. One legal proffessional from the

Authority.........cooviiiiiiinn.n. Member.
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44. Principles
1. Any health professional may not practice his
profession in any manner that violates the
Proclamation, this Regulation or any other
relevant laws;

2. Any health professional shall provide health
services to the client without any
discrimination;

3. Any health professional shall give the utmost
consideration for the health and need of the
client.

45. Major Responsibilities of Health Professional
Any health professional shall:

1. Be accountable for the health services he provide
and his decisions as per his assigned duty;

2. In accordance with the relevant law any health

professional shall obtain informed consent
from a patient before rendering a service;

3. Provide genuine and adequate information during
professional communication with colleagues and
clients;

4. Respect patient confidentiality ,privacy, choice

and dignity;

5. Maintain the highest standers of personal
conduct and integrity;

6. Discharging its professional duty in a team

work respecting the contribution of other health

professional;
7. Provide appropriate counseling service to the
client;

8. Update his professional knowledge and skills

to new medical technologies and innovations;
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9. Maintain proper and effective
communication with his patients and other
professional,

10. Register and keep accurate client records;

11. Avail himself and provide professional
service in his working place during assigned
duty hours;

12. Ensure the public participation in designing
and approval for implementing public health
programs;

13. Cooperate and comply with any lawful
instruction or process of the appropriate

organ with respect to his profession.

46. Emergency Treatment and Referral
1. Any health professional shall have the duty to

render emergency medical treatment with in 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
institutions 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.

47. Prescribing and Dispensing of Medicines

1. Medicine shall only be prescribed by a
medical practitioner who is licensed by the
appropriate organ;

2. Any medical practitioner shall prescribe
medicine following prescription procures

and on a standard prescription paper;
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3.

10.

Medicines shall be dispensed by medical
professional;

Without prejudice to sub-article (3) of this
Article, medicine may be distributed by
health extension professionals and other

health professionals in cases of emergency;

Any licensed professional dispenser of
medicine shall dispense medicines with care
by rendering enough information and
understanding based upon dispensing
procedures;

Any licensed professional dispenser of
medicine shall dispense medicines with care
by rendering enough information and
understanding based upon dispensing
procedures;

No health professional may prescribe or
dispense medicine that he does not know the
substance its side effect or the process of
medicine compounds;

Any health professional shall prescribe the
medicine using prescription paper which
meets the standard of the institution and

prepared at the level of each profession;

Any professional shall prescribe medicine
which is listed by national medicine unless

emergency so requires;

Any health professional licensed to dispense
medicine shall not prescribed and dispensed

illegal medicine;
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11. Any health professional licensed to dispense
medicine shall inform his client concerning
medicines precautions and other relevant

information.

48. Eees and Commission of Service
Any health professional may not:

1. Reseve commission or any material
consideration, monetary or otherwise, apart
from service charge from a person or another
health professional or institution in return for

services he would render;

2. Pay commission or render any financial gain
or other valuable consideration to any person

for recommending patients;

3. Offer or accept any payment, benefit or
material consideration, monetary or otherwise,
which is intended to induce him to act or not
to act in a particular way not professionally
indicated or to under-service, over-service or

over-charge patient;

4. Charge or receive fees for services not
rendered personally or by his employee or

partner or substitute;

5. Charge a fee or receive any financial gain or

other valuable consideration for
recommending or referring patients to the
other health professional, for treatment or for
participation in clinical trials or other research

involving human subjects;
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6. Provide health service, for his benefit, that

does not serve the needs of his patient.

49. Practicing with Licensed Professional

health

professional cannot work with or give any kind

Unless for training purposes, a

of professional support to a person not licensed

by appropriate organ.

50. Professional Confidentiality
1. Any health professional shall not disclose,

verbally or in writing, information regarding a
client unless the appropriate organ believed that
there is a prominent health risk to the public
demanding to do so or he is requested by a court,
or he gets written consent from a Clint or Clint’s

guardian, or it is permitted by law;

2. Any health professional shall release or
transfer confidential health care information
required for the purpose of conducting
scientific research or studies provided that the
information released does not identify directly
or indirectly any individual patient;

3. A health professional shall encourage a client
with communicable diseases to disclose hi
status to individuals with potential exposure to

the infection.

51. Preferential Treatment and Referral of

Patients

1. Every health professional shall render the
same level of care to his clients in itinerant

and resident practice;
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2. A heath professional shall not refer a patient
to another institution where he works unless
for services unavailable and necessitating
referral upon declaring the vested interest of
the professional in the referred health
institution.

52. Prohibition of Secret Remedies

1. No health professional shall use secret

remedie;

2. Every health professional shall, in the conduct
of his practice, use only an apparatus or health
technology or intervention which is proved
upon investigation to be capable of fulfilling
the claims made in regard to it;

3. For the purpose of this Article “secret

remedies” means a medication or treatment
that cures a disease or relives its symptoms
that is known by only a few people or
professional and intentionally withheld from
general knowledge.

53. Advertisement

1. For the purpose of this Article,
“advertisement” means the direct or indirect
promotion activity, by written,  verbal,
pictorial, or any other means, so that the
service of the health professional or a health
product is kmown, prescribed or utilized,;

2. Any health professional shall not advertise his
services if the advertisement is unprofessional,
untruthful, deceptive or misleading or is likely
to be misleading or deceptive;

3. Any health professional shall not advertise his
services unless otherwise he is authorized by

the appropriate governmental organ;
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4. Any health professional shall not advertise in
a manner that directly or indirectly encourages
the indiscriminate or  unnecessary use of
health services;

5. Any health professional shall not advertise his
services in a manner that affects or overrides

the services of other health professionals;

6. Any health professional shall not advertise his
services by drawing attention to his personal
qualities, superior knowledge, professional
guarantees or best practice;

7. Any health professional shall not advertise

his services in a manner that promises a gift,
discount or other inducement to attract a

person to use the service;

8. Any health professional shall ensure the
advertisement o a health institution whose
certificate of competence is issued in his
respect the provisions of this Article.

54. Medicine and

Advertisement

Medical Instrument

1. A health professional may not advertise
medicine or medical instrument unless he is a
direct employee of the manufacturer or
distributor and special permit;

A health professional shall not engage in or

advocate the preferential use or prescription of

any medicine or medical instrument, for the
valuable consideration he may drive from such
preferential use or prescription that would not be

clinically appropriate or cost-effective;
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3. Any medicine and health service business
advertisement to be dispatched through mass
media or other means shall be determined by
directives;

4. Any advertiser and promoter shall observe

directives of the executing organ;

5. The appropriate organ shall ensure that
directives of medicine and health service
properly

advertising and promotion are

implemented.

55. Research Participation

Any health professional may only participate in
research performed on human subject if the
research has written approval from the Federal
Authority after appropriate ethical evaluation
and is being performed in accordance with the

approved research protocol.

56. Requesting _and  Providing Professional
Support or Consultation

1. In case of any doubt, difficulty, and need of
additional, supplementary or higher level of
care, a health professional shall request support
or consultation from any other professional

college for the benefit of the client;

2. Any health professional consulted by a

colleague  shall  provide the required
professional advice and service as per the

standard of his profession.
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57. Obligation to Serve Despite Belief

Any health professional may not refuse on religious
grounds to give assistance for or conducts services
and procedures such as contraceptive, legal abortion
and blood transfusion where his service is needed in
emergency cases or in health institution where there

is no equivalent professional.

58. Issuance of Official Documents

1. Any health professional shall sign official
documents relating to patient care such as
laboratory and other diagnostic requests and

results, prescriptions, certificates, patient

records, hospital and other reports after writing
his full name;
2. Any health professional shall issue genuine and

complete sick leave or certificate of illness.

59. Waste Disposal and Disease Prevention

1. Any health professional shall dispose of wastes
and used products in an appropriate manner to
himself, the client and public;

2. Any health professional shall respect safety
provisions that ensure the non transmission of
diseases from himself to the client, client to

client and the client to health professional.

60. Disclosing Prognosis

1. Any health professional should explain the
nature and possible outcome of the terminal or
server illness to the patient and in case of

minors or mentally ill persons, to the guardian;
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2. Notwithstanding the provision of sub article (1)
of this Article, a health professional may only
communicate the nature and possible outcome
of the terminal or sever illness to the patient
family where he believes the patient may harm

himself due to emotional instability;

3. Any health professional may not explain the
nature and possible outcome of the terminal or
sever illness to the patient before net give prior

professional advice.

61. Retention of Human Organ

1. Any health professional may not retain or
support to retain organs of a human being;

2. Notwithstanding the provisions of sub article
(1) of this Article, a health professional may
retain or support to retain of human being only
upon the following conditions and in

accordance with the relevant laws:

a. For transplantation purpose from living

donor; or

b. For research, education or
transplantation purpose from deceased
donor or from a person who agreed to
give his body parts while he was alive.

62. Death and Post Mortem Examination

1. Only an authorized health professional may
confirm death, and such professional shall
issue death certificate to patient’s family or

police or court on request;
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2. Any authorized health professional shall
reject any suggestions to modify accuracy or
to alter truth when issuing a death
certificate;

3. Any authorized health professional shall not
make post mortem examination without the
consent of the deceased family, polic, public

prosecutor or court;

4. Notwithstanding the provisions of sub
article (3) of this Article, post mortem
examination for education, diagnostic or
research purposes may only be carried out
where the deceased has given his written
consent during his life time or where
deceased has not prohibited such donation
during his life time and the deceased family
consented to the donation.

63. Handling of Patient’s Personal Information

Any health professional shall record any patient’s
health information made by physical contact
acquired at health institution.

64. Reporting of Impairment or Unprofessional
Conduct

1. Any health professional shall report:

a) An another  health

professional if he is convinced that such

impairment in

professional is impaired;or
b) His own impairment or suspected
impairment if he is aware of his own
impairment or has been seriously advised
by a colleague to act appropriately to
obtain help in view of an alleged or

established impairment; or
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c) The provision of a health service by a
person without professional license or
revoked professional license; or

d) Declared any professional mistake, or

e) To the appropriate organ any
unprofessional  conduct of another
health professional;

2. Any health professional when he observes the
prevalence of the communicable diseases that
are identified by the Public Health Emergency
Management Body or suspects such an
occurrence, shall immediately report to
the Public Health Emergency Management
body;

3. For the of this

“difficulty” means any incident that curtails

purpose Regulation,

mental and physical competence of a health
professional and constrains his ability to fairly
conduct his work;

4. Any person when who observes anything
that curtails good health standard of a
health professional to properly under take his
duties or happening of any unethical thing
by him , has an obligation to report to the
Authority;

5. Any person who reports to the authority in
accordance with sub article (4) of this
Article in good will shall be immune from
any legal action.

PART SEVEN

HYGIENE, ENVIRONMENTAL HEALTH
AND CONTROL OF COMMUNICABLE
DISEASES

65. Waste Handling and Disposal

1. No person shall collect or dispose solid, liquid
or other wastes in a manner contaminating the

environment and harmful to health:
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2. It is prohibited to release or to put hazardous
material or liquid waste in to sewerage
system or pollutant materials directly or

indirectly in to rivers;

3. It is prohibited to discharge untreated waste
generated from septic tanks, seepage pits,
and industries in to the environment, water
bodies or water convergences;

4. Any person shall collect or dispose or reused

of waste by permission of the Authority;

5. Any liquid waste shall be released to
environment, must to be follow the
standards set by the appropriate organ;

6. Without prejudice to the generality of sub
article(1) of this Article any waste generated
from health or research institution shall be
handle with special care and their disposal
procedures shall meet the standards set by
the Federal Authority .

66. Institutions Subjected to Health Related

Control
The Authority shall ensure institution subjected

to health related control in the Cty satisfy the
necessary hygienic and environmental health
requirements and take necessary measures

thereof.
67. Sound and Air Pollution

1. Any person shall respect the national standard
issued for the portion of community health

from sound and air pollution;
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2. Any person may not carryout digging that
pollutes the atmosphere inclination and using
of tools that emit heavy brick smoke car

motoers;

3. Any gas emitted from industry or other parkas
chemical evaporation smoke dust or other
pollutants that cases harm to the employs or to
the community shall be disposed in ammines
that does not create problem;

4. Any person may is prohibited from using or
driving motor vehicles and others motors that

emit heavy brick smoke that pollutes the
atmosphere;

5. Any machinery is not release noises exceeding
the limited standard;

6. No person may use motors that entails sound
pollution trump microphone any sound tools
that cause sound pollution above the required
stand and in hospitals schools government

offices and residences.

68. Toilet Facilities

1. Any residence shall have cleaned toilet that
meet the national standard;

2. Any public service institution shall prepare

toilet and make it available to the customers;

3. Any public toilet administrator shall ensure
toilets in the city are cilia and meet the

national standards.
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69. Quarantine and Isolation

1. Any suspected person shall be quarantined
immediately. The Authority shall immediately
send the suspected person to the public health

emergency management body for quarantine;

2. The Authority shall ensure that any suspected
person upon confirmation of his infection be
transferred to an isolation room in a health
institution and provided with the necessary
curative and rehabilitative treatment;

3. The public health emergency management
body shall organize quarantine centers in the
main frontier ports or designate the institution
as an isolation center.

70. Dangerous Chemical

1. The

distribution, sale or use of any dangerous

production, strange, transportation,

chemical shall comply with the requirements
to be set by the Federal Authority to prevent
any hazard to origin and take other necessary
measures;

2. In case of violation of the requirements
prescribed in sub article (1) of this Article, the
Authority may seize or recall and order the
disposal of the dangerous chemical or sending
back to its country or origin and take
necessary measures.

71. Transportation and Disposal of Dead Bodies

1. Is shall be prohibited to transport a dead body
or human remains from or to abroad unless
otherwise permitted in accordance with the
requirements to be set by the authority. This
shall not govern the transportation of human
remains for archaeological or to tourism
purpose;
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2. The dead bodies shall be prepared with liquid
finomile or formaline, unless otherwise the
burial takes place with 24 hours due to
cultural, religious, or traditional procedure;

3. No dead body may be exhumed before seven
years from the date of burial except by the
order of a court or where burial place is
required for public purpose as per the relevant
law;

4. The dead body may be exhumed after seven
years from the date of burial where permit is
secured from the concerned body and the
authority  conducts proper health and
environmental follow up;

5. Any dead body shall be submitted to family or
transported only after the necessary care is
made and advice, order and evidence is given

by the proper health professional.

72. Control and Measures Taken on

Communicable Diseases

1. Any health professional that happens to know
the existence of communicable disease in this
vicinity shall have the duty to report
immediately to the nearest health service
institution. The institution which has received
such report shall take the necessary measures
and report same to public health emergency
control body;

2. The appropriate health professional shall

quarantine a person infected or suspected of
epidemic disease for a limited period of time;

3. Any person suspected of epidemic disease
shall cooperate for medical examination,

treatment or vaccination;
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4. Parents or guardians shall have the duty to
cause the vaccination of children for the
protection of communicable disease;

5. If necessary to control communicable
diseases the Authority:

a. Size schools and other public prices for
definite period,;

b. Establish temporary regulatory station at
any section of the City;
c. Designate part of the city responsible for

the epidemic disease as disaster; and

d. Take other necessary measures for

disease protection.

73. Bathing Places and Swimming Pools

1. It shall be prohibited to prepare slimming pool
at spring water which as known for its dangers
to health;

2. Any swimming pool or bathing room owners
shall not allow the service to persons with
physically visible dermatitis or lesions;

3. Any person providing a public bathing or
swimming pool may not allow his service to
persons with physically visible dermatitis so

in disease or lesions;

4. The swimimming pool water shall be changed
timely and treated with clorine;

5. Any swimming poll shall have adequate bath
room place and enough male and female

toilets;
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6. The Authority may investigate the swimming
pools by taking samples timely and take

measures upon the findings;

7. Any bathing place and swimming pool shall
fulfill other safty and hygienie requirements

issued by the appropriate organ;

8. No person shall provide a natural steam
bathing or spring services unless authorized
by the appreciate organ;

9. Any person shall fulfill the requirements
issued by the Federal Authority to provide
public bathing place, swimming pool, natural

steam bathing or opting service in the City.
74. Zoonsis

1. Any owner of domestic animals shall have the
duty to vaccinate and follow up his animate;

2. The Authority has power to control the
implementation  of necessary measures and
follow ups regarding  Stray animals by the
concerning bodies;

3. Any person who is infected with diseases

that are transmittable between animals and
human or suspected to be infected or
came from areas that are suspected to have
the occurrence of such disease, has an
obligation to comply with any action needed
to control the disease;

4. Any health institution has obligation to
render the necessary treatment to those who
are infected with diseases that are

transmittable  between animals and human

and refer to the concerning institutions in a

case that it happens beyond its capacity;
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5. Regarding disease that are transmissible
between animals and human, any health
organization has obligation to comply with
all  directives and regulations that the
authority issues to insure proper follow up
and control;

6. In a case that animals found to be
infected with diseases that are transmittable
between animals and human or suspected
to be infected, their owners immediately
shall report to concerning bodies and
make request for  diagnosing their
products, treatment or for disbanding.

75. Work Place Health and Safety

1. Any employer shall ensure the availability of

occupational  health  services to his
employees.
2. The Authority shall issue appropriate

directive on occupational health and use of
machinery.

PART EIGHT
INSTITUTION

76. Certificate of Competence of Food Institutions

1. No person may establish and run food
institution without obtaining a certificate of
competence from the Authority;

2. A certificate of competence issued
inaccordance with sub article (1) of this
Article shall be renewed annually.

3. Any food institution shall undertake its
business in accordance with the requirements
on the basis of which its certificate of
competence issued,;

4. The Authority may subject the issuance or
renewal of a certificate of competence to
restrictions on the type of the product or
service, means of production, processing,
storing and any other necessary conditions
relating to the quality safety of the product or
service;
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It is prohibited to transfer in any manner
certificate of competence issued by the
authority to third party without the Authority’s

permission.

77. Certificate of Competence of Health

Institutions

1. No person may establish and run health
institution without obtaining a certificate of
competence from the Authority;

2. A certificate of competence issued based on
sub article (1) of this Article shall be renewed
annually;

3. Any health institution shall undertake its
business in accordance with the requirements
on the basis of which its certificate of
competence issued;

4. Any health institution can only employ a
registered and licensed health professional
who has registered licence from the
appropriate organ;

5. The Authority may issue or renew a
certificate of competence subject to
restrictions on the type of the product or
service, means of production, processing,
storing and any other necessary conditions
relating to the quality safety of the product or
service;

6. It is prohibited to transfer in any manner
certificate of competence issued by the
Authority to third party without the

Authority’s permission.

78. Medicine Retailer Enterprises

1. Any person shall obtain certificate from the
Authority before commencing medicine

retailing service;
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2. No person may carry out retailing medicine
out side the place or the standard or persen
outhorized to do so;

3. No person may carry out retailing medicine

for business with out authorization from the
Authority;

4. No medicine retailing organization may carry
out to possess unregistered or unauthorized
medicin, make so available for sale;

5. A certificate of competence issued based on
sub article (1) of this Article shall be renewed
annually.

79. Controllable Health Related Institution

1. Any controllable health related institution
shall meet the standards of hygienic

requirements set by the Federal Authority;

2. The authority shall render, renew certificate;
ensure that they are working in accordance
with the licence issued according to the

standerd set by the Federal Authority.

80. Traditional Medicine Service Premises

1. Any person may not render traditional
medicine service out of the premises and

profession approved by the Authority;

2. No person shall manufacture, distribute or sell
traditional medicine without obtaining a

certificate of competence from the Authority;

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

1. Any professional who has a contact with client
or food handler shall undertake pre
employment and annual medical examination
except for HIV/AIDS at the expense of the
institution;

2. Any food handler shall notify the institution
where he is infected by food borne
communicable disease; any food
establishments shall screen a food handler
infected by food borne communicable disease;

3.Any food handler who is infected by food
borne communicable disease shall be separated
from activates involving contact with the food

until the disease becomes non communicable.

82. Surrender of Certificate of Competence

Any institution whose certificate of competence is
revoked or cancelled or which cease operation or
is denied renewed shall surrender its certificate of

competence to the Authority.

83. Standard of Health Institution

The Authority insures the categories and
standards of service, set by the Federal Authority.

84. Cessation of Business

Any health institution or medicine trade
establishments which ceases to operate its
business shall deal with the stocks of medicines
and invoices, register and prescriptions related to
same inaccordance with directive issued by the
Authority.
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85. Institution Requirements

1. No institution may undertake construction
work without submitting the construction plan
and design to federal authority and obtain
permit thereof;

2. Where a health institution currently
undertaking  business applies for re-
registration, it shall present its current building
plan and implement directions given by the
authority thereof;

3. Any institution shall develop internal waste
management system to manage its hazardous

substances and wastes.

86. Interns or Resident Students

1. Any health institution shall have the
obligation to followup the practice of the
graduate post graduation students once

permission is given by same;

2. Notwithstanding sub-article (1) of this
Article, any inter or resident may be held
responsible for any injury he causes to a

patient.
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PART NINE
BOARD AND INSPECTORS

87. Managing Board

1. The number of managing board members
shall be from 5to 9;

2. The members, including the chairperson, of
the managing board shall be assigned by
Mayor of the City;

3. A non-voting secretary of the board may be

assigned.

88. lnspectors

1. The Authority shall appoint inspectors to
implement the provisions of the Proclamation
and other laws and directives related with
food, medicine and healthcare administration
and control 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) Inspect and take measure on health and
health

transportors on working hours and any

related institution.and product

time if necessary;

b) When situation indicating hazards on
health proved with enough evidences can
visit any building inspect and take

necessary measure at any time;
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c) Take food and medicine samples,

d)

f)

measurement, photocopy and video and
camera photo of foods and medicines for

evidence and examination;

Where he has sufficient reason to believe
that any article or material found in any
promise 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;

Subject to quality control food and
medicines that are adulterated, quality,
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;

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 regulation and to
decide on the packed foods within 30 days

based on sub-article 2(e) of this Article;
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PART TEN
ADMINISTRATIVE MEASURES

89. Administrative Measures

1. A certificate of competence or license issued
by the Authority may be suspended or
revoked where the holder there works in
violation of this Regulation or directives

issued here under;

2. Where the

medicine or food is not is not safe for use, it

Authority  ascertains any
may seize the medicine or food and dispose

at the expense of its owner or possessor;

3. The Authority shall close any health
institution or medicine trade establishment’s
operated without having a certificate of
competence and take other appropriate

actions.

90. Complaints Handling

1. Any person who is aggrieved of the denial,
suspension or revocation of a certificate of
competence or license may lodge his
compliant within 30 days from the date of
decision to the grievance handling body
established by the appropriate organ;

2. The body

accordance with sub-article (1) of this

received a complaint in

Article shall render its decision within 30

days.
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PART ELEVEN
MISCELLANEOUS PROVISIONS

91. Commercial Advertisements
1. Commercial  advertisement of food,
medicine or health service thought mass
media or other means in the city shall be
determinate directive issued by the federal
Authority;

2. Any mass media or advertising organ shall
be obliged to respect the directives issued by
the Federal Authority;

3. The  Authority shall  ensure the
implementation of the food, medicine or
health service commercial advertisement
directive.

92. Submission of Information

1. Food, medicine, health and controllable
health related service rendering institution
shall ~ submit  periodical information
regarding their services in accordance with
directives of the Authority;

2. The Authority shall submit report to the

public on license or certificate of
competence and professional license they
have issued, suspended and revoked.
93. Obligation to Cooperate
The concerned bodies shall have the duty to
cooperate with the Authority with a view to
facilitating the effectively discharging its duties
under this Regulation.

94. Evidence Production
1. Any health professional shall cooperate with
the request of the Authority to show his
professional license or provide information

others

about his or professional

performance;
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2. The Authority shall keep the information obtained In
accordance with sub article (1) of this Article
confidential unless otherwise permitted by law.

95. Service Fees
Every person shall pay service to the Authority as

determinate by the directive for obtaining or
renewing professional license or certificate of
competence, registering medicine, receiving other

certificates and services.

96. Penalty
Unless the offence is punishable with more severe penalty
under the Criminal Code any person who violets the
provisions of this Regulation shall be punishable in
accordance with the Federal Proclamation No.661/2009.
97. Power to Issue Directives
The Authority shall issue directives necessary for the
implementation of this Regulation.

98. Inapplicable Laws
The following Regulation and directives are hereby

repealed:

1. Hygiene and environmental health Regulation
N0.1/1994 of the Region 14 has been repealed
by this Regulation;

2. No Regulation, directive customary practice
shall, in so far it is in consistent with this
regulation, be applicable with respect to matters
provided for by this Regulation.

99. Effective Date
This Regulation shall enter into force as of 7" of
June, 2014.

Done at Addis Ababa,
This 6™ Day of June, 2014

Diriba Kuma
Mayor of Addis Ababa City
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