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COUNCIL OF MINISTERS REGULATION No.299/ 2013

COUNCIL OF MINISTERS REGULATIONS TO
PROVIDE FOR FOOD, MEDICINE AND HEALTH

CARE ADMINISTRATION AND CONTROL

This Regulation is issued by the Council of Ministers
pursuant to Article 5 of the Definition of Powers and
Duties of the Executive Organs of the Federal Democratic
Republic of Ethiopia Proclamation No. 691/2010 and
Article 55(1) of the Food, Medicine and Health Care
Administration and Control Proclamation No. 661/2009.

PART ONE
GENERAL
1. Short Title

This Regulation may be cited as the “Food, Medicine
and Health Care Administration and Control Council
of Ministers Regulation No. 299/2013".

Definitions

In this Regulation unless the context otherwise
requires:

I/ “Proclamation” means the Food, Medicine and
Health Care Administration and Control

Proclamation No. 661,/2009;

“food” means, without prejudice to the
definition provided under Article 2 (1) of the
Proclamation, a product that is produced by
food manufacturer for more than one regional
state or foreign markets.

3/ “food manufacturer” means a manufacturer
producing food intended to sale for more than
one regional state or foreign markets, excluding
micro and small enterprises engaged in the

preparation of traditional foods;
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“food safety” means the proof and control of
food that is safe for use in the process of
delivering food to the consumer through proper
manufacturing, preparation, handling, storage
and transportation;

“food of

exposing food to radiation energy to kill

irradiation” means the process
harmful bacteria and other organisms to extend

shelf-life;

food
exposed to or capable of supporting the growth

the

“potentially hazardous food” means
of disease-causing microorganisms or
production of toxins;

“pre-packed food™ means food that was already
packed by the manufacturer before reaching the

seller;

“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, drops
or any other similar forms;

milk-like
vegetable

“infant formula” means milk or

product of animal or origin
formulated industrially in accordance with the
appropriate standard for infant formula and
intended to satisfy the nutritional requirements
of infants starting from birth and during the first

six months;

“follow-up formula” means a milk or milk-like
product of animal or  vegetable origin
formulated industrially in accordance with the
appropriate standard for follow-up formula and
marketed or otherwise represented as suitable
for feeding infants and young children older
than six months of age;

food”

processed industrially, suitable as a complement

“complementary means any food
to breast milk, infant formula or follow-up
formula when it become insufficient to satisfy
the nutritional requirement of the infant.

“genetically modified food” means meat and
edible plants modified through genetic
engineering;
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Itl “fhéhd eom ™" 9941 0975 @9°  oom’} 13/ *alcoholic beverage” means any beverage
PhdbA LHT PA@ oom T Y-! containing alcohol, whatever its strength;

i/ “eofi 7" AT ATTE BATY gRTqYE 14/ “sell” means to offer, advertise, keep, store,
LT @RI TP FCTT AlifR display, or deliver for sale or to exchange food,
RS TERGEL PENY CYENER! medicine or tobacco product in any manner for
NORA IPLAT TINTAAE @8I ovA@ T}

CALT A consideration:

5 4CTILAEhA PO ACTShAT @AY 15/ “certificate of pharmaceutical product” means a
I e L8 QAD hIPLT Phonld 4 document issued by the Authority or the
@PrT  POLELITT  ANAAATS DL manufacturer  country  regulatory  body
N7Laol BT WIC ABMAE R PULAT confirming that the medicine is manufactured
AT Y- by a licensed manufacturer;

1% “Poodh9° havd-d hOd-C" “IAT 938 m-9° 16/ "good manufacturing practice" means the basic
PTN MPI° Poof 1t h9°%-T LUITES principles which any food or medicine
Ték PHE2MM M @Y LTI manufacturer should consistently comply with
4PTIES Tlrk LM oDyt AL in manufacturing safe and quality food or safe,
WIRTO NTILT LT T W0 v efficacious and quality medicine;

AntAD PULND aowrl 4P WOE-C -

i “-r,r-:_;)g,:.' GO g ous o 17/ “complimentary or alternative medicine” means
AIC NFPA PIUA  ao®3%F  PAIPY AS a raw or partially or fully processed product
hHeeSP aof5hd 9C Pi-tMonl (1TLYE which is neither indigenous traditional medicine
Fo @7 Qhéd @LF Mooy Pidavan nor associated with modern medicine;

Ct i

1%/ K215 hOIhA” TIAT  N1TIEE hadken 18/ “dangerous chemical” means a chemical that
MEIT® WIATNT AL hAPA M@ MmS AL can cause severe injury to human health if not
Nty 18t ALLCH POLTA NMAAAMYT cautiously kept or utilized and categorized as
AR 0L FALF P-havfl hoLhd har: dangerous by the Authority;

il “ooCH 'ﬂm" [ a1 19/ “hazardous waste™ means any waste deleterious
AIRIG TR AR AR PUIRTA AN to human health and that cannot be recycled;
AR MS 18 PUY 80 Yo

¥ WI295 TR AL POLmA FRE TAY 20/ “recyclable waste” means liquid waste that
PADT MS AIRLIA W TR AL could be treated to avoid injury to human health
A PTLTA LATT $A0 0e9° ALY or waste that could be transformed into usable
yed @ T N7A% @f AA Ml 10 thing through various mechanisms;

ANDT PoLTA $H0 Yo

R3] “PovLPS oov@mrem hA" TINT GATS Kb 21/ “frontier port” means . international airport,
RCZCTE NEINC PULTT ovdméf hA controlling station at border or dry port
@EF" 0T NAm hhd PhOPen LLP designated by the competent body;

@EA jari

7€/ “tAAL AT YA NFTYE Neotaod 22/ “communicable disease” means disease that can
ALIE MLCTEY POLLONTA N7 Yars cause major epidemics by spreading rapidly;

o/ ujlld_-}_.ﬁg_-}" N AP FAAL 0T 23/ “quarantine” means separation of persons who
tTI2amPA OL NTida +LHPA +Naa are suspected to be exposed or infected with
POLMLMSE APTF ARNLITT 240 N-FAP emergent communicable disease until the
0 WI8PR TILLT 10 infection is confirmed;




T ZLAFTE dufd-d 1247 OILM #TC 15 TC 1% +7 Bi% 9.7,

&0/

&gl

HE

ax/

&

i/

aig/

dair/

aio/

“WeP TIERT" TIAT N-RAAL DTS ekPH
A Mot oLAMeT 2T AHEE0PAAS
Atony 1 ANFar FART ATEEL T84T
Y-

“Loan ArPALT"  TINT PhoCTAY
@e9® PaC WLE7 me™ PAA “ISTa9°
YAY APAET 9D

“PmSG Aaee- £ TN PO MS Aeomild
@ME9°  W1ADMhT  Aeehmt AT QA@-
Ahdy AL mS Ahev g P-hoolHi @ LIPS
PrLI24 LT KATYé-“B PUhTCS Nhoo-£7
PanIoi-ir:

“PmS ATATATT TN
nu7 NréeLht
hEYTS o0
AT i

Pmg  NAoo-Pm-
G MG ov-f PG
ao(\ld  N9184T7  P7LAT

“fNe  oom? NN AL Po927F PM.S
NAgo-POF" Y@t K14-P FATTT 29997
ALFA ALPC NMS TNE “LLOEC ATLT

AISAVTD  POLEMéE:  PMS  NAam-goF
ST
“ARA” TINT AIE PMS  OAoe-f Pov-g

Ném7 ALfhsm} NP7 oL TIHNTEYrED
POLELHO PAOTC LT ARAT Ui ki

“ChogeC Vood™ TR NANFANNT NF3H0. ¢

Nt P9 NMué Xr eodan niet
PhAIET A@ P29ootl3T AaryFT POTISHA
Thed @R hANT IC Poo 0t @R
PHOTC  vEOT  PILmed@mT  “T99AT
PeILTA NeoP'r N3P PURYSS ACRS
P PNLAT® PmS TOIC 1o

“go-@P PAWPY HIC” TIAT NAPET NHU
L3 P9 AN NA@ AA HhT DL
LLBOF  FEYTT PMS  NAe-f  oo-§F
D843 MLI° A4 FNCT PULPLT I
- i

“SRIA2LY TINT Al BT AdA AP |

@717 PMS AN AT A No-A
me™ I ooy hmS  Ademf 20
2%+t PULLATC Hhel, @R LN -1

“heg™ AT PMS @B PHR224 @gd
hOTLAr DRSPS WA oohen @L9°
PPN R h0)-

“Lonaq] 2" AT NAPE ATPR
aord IR FIET POLEhGS @G
PG P9 TCFCT hGaEI°Co !

&(%)
Tk

Federal Negarit Gazette No. 11 24" January, 2014

24/

25/

26/

27/

28/

29/

30/

31/

32/

34/

Page 7186

“isolation” means separation of a person who is
infected with communicable disease for certain
period so that he may not transmit the disease to
other persons;

“conveyance operator” means airplane or train
captain or the driver of any other operator of
conveyance;

“health professional™ means a person registered
as a health professional by the appropriate
organ to protect human health or provide health
services includes

and complementary or

alternative medicine practitioner;

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

“insufficiently available health professionals™
health
insufficiently available by the Ministry of

means professionals regarded as
Health where the national demand remains

unfulfilled;

“impairment” means a mental or physical
condition which reduces the competence or
judgment of a health professional in performing
his professional duties;

“mental disorder” means a disorder of thought,
perception, feeling or behaviour that seriously
impairs a person’s judgment, capacity to
recognise reality, ability to associate with others
or ability to meet the ordinary demands of life,
in respect of which treatment is advisable;

“unprofessional conduct” means the conduct of
a health professional contrary to professional
ethics or obligations stipulated in the
Proclamation, this Regulation or other relevant

law or standards;

“client” means a patient or user who establishes
contractual or otherwise relationship with a
health professional to obtain health service for
himself or for a third party;

! “institution” means health or complemehtary or

alternative medicine service institution or food
establishment;

“food establishment” means an establishment
undertaking food trade in accordance with
Article 2(2) of the Proclamation, but does not
include food retail trade;
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“food handler” means any person involved in
food manufacture, import or export trade
activity having contact with the food;

“food fortification" means the addition of one
or more micronutrients to a food to prevent or
correct a demonstrated deficiency of one or
more nutrients in the general population or

specific population group;

“health” means a state of complete physical,
social, mental wellbeing and not merely the

absence of disease or infirmity;

“life saving emergency treatment” means a
service provided by any person or trained
professional to a patient who has encountered
imminent and life threatening disease or injury
until the patient has got access to regular health
care services;

“emergency medical treatment” means a
medical treatment provided in health institution
by a health professional to a patient who has
encountered disease or injury which could
result in imminent and life threatening or

permanent health problem;

“tissue” means collection of cells typical in
structure, composition and function that are
taken from organs excluding reproductive
organs such as male and female reproductive
organs, testosterone and progesterone, fetus and
blood or blood products taken during blood

donation;

“transplantation” means substituting, through
surgery, a patient’s infected organ or tissue or
that which is unable to perform its normal
function by donated organ or tissue from a

living or dead person;

“artificial reproduction service” means the

introduction of into a

purpose
of fertilization by means other than the natural.

Sgmen

female's vagina or oviduct for  the

way and includes uniting sperm and egg cells
externally with a view to introduce the fertilized
sperm and egg into such female’s reproductive
organ,;

“distributor” means a person who distributes
food or medicine products in more than one

regional state;
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il NA2ATT TIAT PRTPEE P9I 44/ “Authority”™ means the Ethiopian Food,
g Medicine and Health Care Administration and
oy I ALy c +BLCGE 4 ;
Poo @59 1S PmMS hfhi ANFELCS ®TTC Contiol AithoRiy:
QAN -
&l MAPE A% & PRAM ANT TCATLET
+A AT LIFGh::

45/ other definitions provided under Article 2 of the
Proclamation shall be applicable.

PART TWO
Iﬁ:&;—&ﬂ' FOOD AND MEDICINE
PG Pom&Dht ANTARCS #TTC ADMINISTRATION AND CONTORL
POLF WL

CHAPTER ONE
FOOD SAFETY AND QUALITY

eI LUIYTS Tt

[. am#AL
@I AMS TNO1L LAY @ tane-y | O General
PRUSITS Ti BLE fAMNE 99 Agvldfi Mo food unfit for human consumption or not
@me AIC OOT AT mE @ AT AART complying with appropriate safety and quality
AhTITE Ahd-LAT AATH e AT meye standards may be manufactured, imported, exported,
AUNETANT TP Aa-d ALTAYC: stored, distributed, transported or made available for
g, 7917 hAeI9°LT sale or use to the public.
& 7T havig hAd DAL @89 Adén, ATC | 4. Food Manufacturing
Me ANeR POLEPCAN AP C-T NAAAMT 1/ No food manufacturer may, without registration
ALNaoNTNG 428 ALY Pavlita? U4 and permit from the Authority, sale food
AT 9244 @9 P°Cli P984S product intended for distribution in more than
PYLT ADT TILLT hBTAT: one regional state or for export market, or
change the type and production process of the
g AN (Y ATER T0N AR (B) food.
oohét PUlool M@ @R 428 PULAM 2/ The Authority shall register or issue a permit in
Paoh9™  Phavd-lt hd-C* I accordance with sub-article (1) of this Article
LTS Téd  ANLPE T°Cavd- RS upon ascertaining the fulfilment of good
AfeT°  ANdANL oL CHRT oo A TFa-? manufacturing practices, food safety and quality
N°9L.97T GIPSA:: laboratory test and other  necessary
Bl PHLU ATPR 00 WIER (B) €101 requirements. |
ArSAmid PT NAA~ANTTE aeaoHTA) 3/ Without prejudice to the provision of sub-article
PANTF@ o)) hEYET Novand, ¢ (1) of this Article the Authority shall adopt
CONGA:: directive determining the kinds of foods that

shall be registered.
&. 9107 hAechANS hheohde DATTEEA

& N1 O AR eomtd @BYT

he+%  Aeo@perC?  evAh? AT9Aa0C 1/ It shall be prohibited to add or mix any
substance to any food so as to increase its bulk

DEF" A FmAAR A% A4 MaE TIC or weight, or make it appear better or for any
aoghhooC MY aodAdd P-hAhh ho-:: other similar purpose.

g IFarge &M bR e PA0 mS
A& heLTFA ofgyc PRI TéTS
LUTHE ALALA hTLTA MIC 2C Nhé.A°
Py oo~ Nov-f- oofOAP P+hAhd -

5. Food Adulteration and Counterfeiting

2/ It shall be prohibited to partially or completely
embed in any food anything harmful to human
health or that can affect the safety and quality of

the food.
B M1 arige PR TINLLY enAfE PR
AT P98 90 @RI OYIE@m39° 3/ It shall be prohibited to present any food as if it
3¢9+ AR PART  Neomed® I is produced by the real manufacturer or
MA@ FE@ A9 TF R3etavl4 NTThaohA affecting quality and safety by imitating its
DEI®  PINLT TS LU AALhA package, identification, trade mark, trade name
T9FiA PrhahA - or any mark.
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m##

. 90T “TheIT+ 1 2933HS AdLF “TPiAl 6. Food Storage, Transportation and Display

&/

IE@I PN ATCSTE ART hheven,
@mL9” Ahé.4.2 LCET Fi ANAT POLTA
N7 NN 011 AdRd NTLePCANT T
NeL.enon @e9° NeLearHnt L n+n.a-
Pao- i eom? OLI° PPHLH AN @O T
a@olf} hiali::

1/ Any food manufacturer, exporter, importef or
distributor shall store, display, pack or transport
perishable food at appropriate temperature or
cold chain.

g MIE@mIT P9l ”A94-TT O AhT  Aheogn, 2/ Any food manufacturer, exporter, importer or
@P9*  hhé4.L E£CEFT N 939N distributor transporting food on or in any part of
P FAD  h9°Ir 2C hh.,  ?91540 a vehicle may only be possible where that part
POYAAN he A 30U IPT 9903 AT oo has been cleaned to such an extent that
hethA®: AhAP L9 “1ehc Nfh-Ahd chemical, physical or  microbiological
MAT Ne7e 20T avdlr ootP3 Ao contamination of the food is prevented.

P o9 @39® 9940 heknhd 9°9NE h9eT 3/ 1t shall be prohibited to store, load or transport

TCHé-4&ThenCHT 1B, hP'r TICTT hhin

At @9 han-T Mhe 7TICT 2C “Th T

Tt goemyd @LI° 7939H hdhd 10

. U DATTNART

any food together with contaminated food,
waste food, poison, any harmful substance,

animal or any other contaminant.

7. Food Fortification

B A~ OGO mS Aoemd I/ For the purpose of protection of public health
PIT AT RCET PoLfanCrarT 9 the Authority may order any food manufacturer
OTALE “IOLGTS ARATLTT WIANART to fortify food with different minerals and
”?Hﬂ ,E’-‘T‘ﬁﬁ:: Vimmin_

B o™ P R U ATER 0N 2/ Any food establishment may only manufacture,
WIPR (B) ol WIRNARTD PHAP UG 1mp1u:1, distribute or sale any ii'uud |denl|fied for

s St - fortification in accordance with sub-article (1)
ITEE CHenLY Thkih ALF 0T of this Article where such food is enriched in
POLTAD MDA A0M@: addCT accordance with requirements adopted by the
aof\d POART ALPF ha-i: Authority.

Bl PNART 990 A RUAE 9N PRARTNTD 3/ The labelling of fortified food shall contain the
MG @RS ATt PILIAS UL phrase stipulating with what mineral or vitamin
ACLar BTN the food is fortified.

B, 907 “194C 8. Food Irradiation
Bl M POLEMC RPN PRV I/ A food irradiation establishment shall be
PULET aoNdCHT7 NTLEYIA v AHET designed to meet the requirements of safety and
auf 7 RTCNFA: good hygienic practices.
g N 1Fo U0 ASC LMo PE-AD 2/ The radio nuclei remain in any food may not
warheAf 4T P2t hAm oom exceed the acceptable limit,
ao{IAT PANT9°::
B, 7°9__mL AIC 0T NATINTS @f @9 | 9. Food Import and Export
hAgoAR - , :

- 1/ Any person may only import food for public

a3 o9 0@ AUNLEAN WAt

foLa@m-A T @®L AIC @oOT 1T
POLTA@ AA22AM  PIRIRT LUTTITS
TéT N9ILITT LLPE LIPSH:

consumption upon obtaining permit issued by
the Authority after ascertaining the safety and
quality of the food.
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NA2~ATN hag HIC P19 9710 LUYrkS
Tét: FOTMNE ootP'r3 H4210M K704
MA@ av1% Wi15.01% @p9” mL ol
AIC W3B.ooAN PRLC DA

MMA2AM- 09940 Ahao- 4290 Amfed
PI°CET PANG-T4 °Cand- PI°NNC LT
AT @07 Mfe AL AiISmA FHLds
MheoIPr  ¢HOm  P9°0OhC @i+l @gd™
PMS PIONC @i+ SAMA:

T4 AS ADT hfo FINT

O @ @S TINTT AT
TP LA o7 T Am + o4 e T1
MA2AMN oo HTN (LL4+E LIPTA::

IO Q@ OPLOLE P01 AT “FenoTs
ik | R e - WY [ T A AUg N85 Lo
TPV @IS T (VT ART AT
M@ CraTTE T AR R UG
APLL4N @Ry “MNFroef  Proofmys
PHALY  her 21 MLar? PFTE UM
M7 ALY 0L +tangié TP
PA@7 NN ATRLhAhA @ET° W3899.087
PELIAK ooiP 7 PANT9::

MIE@I ADT hP@ T ATl
@L AIC @OT ATINMTT @ @ hIC
heedli @EF® A%Thé-LA hIAA~AMT- AR
428 PRLANIN:

QIO A@ AT hPD MG
Neeale P41 ARIFIS “AaT Hefa”
UL A RS ARTLD ooy T
hBTAT:

I8, PPAS PMAST F°I0FG 99909 gonF

b/

&/

PIF@I PanPAS VRST CUINTT mETe
qoREe FOUTFT ATWCLTT @E ANIC ohT
ATININTT L @ AIC Aovhh @eYe
A“Th4-4A hMA2AM- AR L2 PhLAIA:

AN CAST art @+ 9°Th TNe+7
fohoofht HCNHC oohdCHT7 PO

I8 hah +A24 P hdCDY

MO Ao hdd N4 Py AFCNT
KAt evhimt PULUFA@ NN @Yo BUITTS
Tet WA ATY 992 275, ALamo- AF Y@

IE. hAhAhA Tifa

B/

TIT@I N4ALh 2L +aoCPh haTE hAA
Mg PoLALTT A KI1C M ATe
fTiPCN @9 @ AW oN'T  PeLn
PhibA eomT A0 PA@ AhA PoTm}
LLB PULEIA ootPF RANT-:
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10.

11.

12.

13.

2F

3/

Where the Authority ascertains that imported
food is not safe and is of poor quality, it may
order its appropriate disposal or may cause to
be returned to the country of origin.

The Authority shall, when requested by the
exporter, issue a certificate of laboratory
analysis, a certificate of authorization to sale the
product at the local market or health certificate.

Food Supplement and Genetically Modified

Foods

I/

4/

5/

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

Mo person may sell a food supplement unless in
pre-packed form and its labelling contains the
phrase “food supplement”.

No labelling, presentation or advertisement of a
food supplement may describe that a balanced
and varied diet cannot provide appropriate
quantities of nutrients or attribute to the food
supplement the property of preventing or
treating a human disease.

Special permit of the Authority shall be
required to manufacture, import, export or
distribute genetically modified foods.

No person may sell genetically modified food
unless in pre-packed form and its labelling
contains the phrase “genetically modified
food™.

Infant and Follow up Formula and Comple-

mentary Food

1/

2/

Special permit of the Authority shall be
required to manufacture, import, export or
distribute any infant and follow up formula or
complementary food.

The Authority shall adopt specific requirements

regarding the marketing of breast-milk
substitute, -

Trans-Regional Water Supply

Any person may only carry out trans-regional water
supply services upon the approval of safety and
quality of water by the Authority.

Sale of Alcohol

1/

Any alcoholic beverage produced at industry
level for distribution in more than one region or
for export market or imported for local
consumption shall comply with the standards
prescribed by the competent organ.
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2

g MY ATER 200 WIPR (8) gowd ATEG 2/ Alcoholic beverage supplied to market pursuant
Pa9LCA PhdbA aomy haNC Noof (1T
PPy M@ eom T MR Ade®t
ChIATNT LHF avFAR BTCNT A

to sub-article (1) of this Article having less than
ten per cent of alcoholic content shall state its
expiry date on its label.

& AA2eMr Chébd oot £PTYCT oo |

/" The Authority shall 1 directive regarding
ARl ooand® PMA 3 e Authority shall issue directive regarding

regulation of alcoholic beverage.

045 AT CHAPTER TWO
Pongat hWNHBECS RTTC MEDICINE ADMINISTRATION AND

= : CONTROL

TYIYEMIT  PhokT LUIES LPTHIE PATLD No medicine the quality, safety and efficacy of

m  eo@Syd 9Lt L WIC @0 T which is not ascertained may be manufactured,

NNt OF @G WIC ovAhi TTheVTld imported, exported, stored, distributed, transported

ThédAT  TIHFH @BY° ATIea ey or made available for sale or use to the public.

AUVNLEAN T AL W@ "4 ¢4hahA

L 15. Manufacturing and Certificate of Registration of
1% heo 3t @99°44S P10 °hhC i+t Medicine

& TTIE@9° Pavf LT A9RET LY mhd 1/

Any medicine manufacturer or an agent may
sl @EYe @@L WIC anT I

POUTA@ (M- e eoHCNC
@NT Pty eIl e

only manufacture or import a medicine that is

included under the national drug list.

2/ Motwithstanding sub-article (1) of this Article,
g Ly AR -0-ATER (B) £7101 (LSCeT

PHIC @ONT Paefsud  hIPLT  BCE domestic medicine producer may produce

NP ao @5 - aHCHC DT medicine not included in the national drug list
PRt ao®TT R9PCHE RS NAR and have it registered in a special circumstance
g ANeoHIN Aa-F MNF TIPLA to sell it to foreign market.

[ TASE

3/  No medicine that is not included in the national
B/ T3 ars Midve-® oo 20T aelCHC @0 drug list and not having certificate of
eathtts Pongay g g hne

registration may be supplied to market.
@LpT PAA@D aoLBLd e AL Aard

AT 4/ The Authority shall issue a certificate of
8 AA220MY e ME AL ATLEA registration of medicine market authorization
Pan &3 PPN PPORC MEAT POLAMD-- —
V) foo@pul  WUEE 4ich PamhhgT a) assuring the medicine manufacturer’s

amgLt MGCY FTIHA e A621T3 compliance to good manufacturing

A) NAaees14d: LH+T TétS LPTTE practice;
PILPL2TM- N1AT P19 lanme  enf)

LCETY ™A hiPTi hS b) the medicine dossier is evaluated and found
o P b oA i e ]

to fulfil safety, quality and Efﬂcacy-’
) et PANLFE Tét PCave requirements; and

ao\d.C-FF7 £90 hiry: e .
¢} the medicine fulfil laboratory quality test

BUPGe requirements.
G @9 Coof LT h9RET Paen& it
goNm ehhC oLl hama- 1A i . _ ,
N9°N10 @FF QM@ avlB AL T35 @-"39° 5/ Any medicine manufacturer may change any
3891t AT ALLCT PULTAG- 2V
ANZAMN NFUE 17790+ P02l
LETY  BIPGA:

information submitted during application for
certificate of registration of a medicine after

issuance of the certificate only upon written
' notification to and approval of the Authority.



B

Federal Negarit Gazette No. 11 24" lanuary, 2014

Page 7192

———————————————————————————————————————————————— e ——————————————————————— e ———————————————————————

&l

PFE@I®  ouf Sl PhaolI AT
Poo@:5y s NN NG @ik ATTALN
NAPE APk 1Y) PhevAbba- UL
hey gk hhZht mdét N4 AA22A
Ay @aop\hF TIE LA AN

1% oo€3LT7 71T+ 1 99334HS “ThédA

&/

&/

IO Can® T A9PETE AT
Ahoogn,  @®E9° hh4.4.8 ao& il
Ne9,.£he1Tn-: 9.5 H0T hG
neLehdeant i FMe Pooedl
aom3 @9 PPHLH AT @0 T
aoif haN ]

MIE@e PeoZ Sl h9PETT AT

hheogh, MP9° hhd4.8 eo® 517 “99%H
POLTAM hevfd'-k 2C thh, PULS LMD

P99 heh v 1P anfkT
AP @9 hoPhAP: AMAE  @gye
MehncE  OtA5hA Nhat 1978247

aof\h- aotf AdN::

14, o507 DAechAl AS Aheohe NATTPLA

a/

&/

£l

ok i P

N5 @g° ool AL oomr3i RHET
g9 hfek?  AeodfC: aod\ir}
ATI0aoC LT AMA FapdAg FATY ALOA
nag Y1C ooghnoolC @PF®  aodAdd
f+hahd o

MO39 a5l W9t Pho-d
mS ATS hTLTA @9 PeoZdi-k
Tt LuHs  APHYE APARA
Wi Fa  1IC 2C NhéAP® P11 ooy
flao-f eofOAP P-HhAhA Hae::

PoofdL  2701FT  avAfi
P37&  PARTT PRI Q7Y @y
IE@ 0 G2t AR AT Neomed”
gof 5k MA@ a W Wifdtavdedl
Neihenhd @EF PLoof LTy LHTS
Mué Am M 3L F-FhahA o

IR ao@d1 4 @8 h1C a-hT hATIhT

a/

&/

IO Am ST @Ff. WIC @07
TNt PPLTAD PELoo TINILE LR
ANM@S Nee7(.f hA AL hilAA2AM
422 (L1 LIPSA:

QAN haren, AIC Pordl gof sy
LU Téd mRYT ALPHYE fAmNP
NP AT00N NA@ @038 WI8o1e @meye
@f oo\ A1C WrAeoAh FOLCIA::

6/

Any manufacturer who has got registered
medicine shall submit an application to the«
Authority for the renewal of the certificate of
registration of the medicine six months before
the expiry of the period stipulated under Article
13(3) of the Proclamation.

16. Storage, Transportation and Distribution of

Medici

b A

18.

1/

Any medicine manufacturer, exporter, importer
or distributor shall store, transport or distribute
medicine at appropriate temperature or cold
chain.

Any medicine manufacturer, exporter, imporier
or distributor may transport medicine by any
conveyance only where the compartment of the
conveyance that has link with the medicine has
been cleaned to the extent that chemical,
physical or microbiological contamination of
the medicine is prevented.

Medicine Adulteration and Counterfeiting

1/

2

3/

It shall be prohibited to add or mix any foreign
substance to any medicine so as to change its
amount, content or weight, or to make it appear

better or for any other similar purpose.

It shall be prohibited to partially or completely
embed in any medicine anything harmful to
human health or that can affect the quality,

safety and efficacy of the medicine.

It shall be prohibited to present any medicine as
if it is produced by the real manufacturer by
imitating its package, identification, trade mark,
trade name or any special mark or present it by

altering its content and nature.

Importation of Medicine

1/

2f

Any person may import medicine. upon
obtaining pre-import permit and a permit of

entry from the Authority at a port of entry.

The Authority shall cause the disposal or the
return to the country of origin of imported
medicine, as may be appropriate, when its
safety, quality or efficacy are not up to the
standard.




% FARYIE ABLD 124F JHM #TC I8 TC I 7 €0 9.9
w

T
Xz

5.

P 0A~AMr NAtToIL@ oo DT NeofD
L AhILO AmPP AT PA@F CINLE
A0

DALY Té AP hS “T0LE

B W@t (@ oot Té hPS TTNLE
oqgelai Thendl T goAlT TTh4.LA
®eF TIheI Tt PULTA@  hAaAA~2AMY-
4.8 LEPTY BIPGAL:

g/ NA2AM PonfLT Té AT TINLS
NeLovAht HCHC ovendf PO

fitaolil  eogut @@L AIC @0T A0

DAL TFANT Ut

A0 heLhtat 9n1ef+ h78 P9 HmM
FONC LT PAND av®SL T ML AIC @OT
A48 AR L22 AONT BTAN:-

&/ AMhPT  evhé LT AAA ARIAE
i P

g Nchhg® PAHHNT POIHYW @leT
tmeeR, A0

B AHIN 9499 PAMNL-FE Tétb 9PCand-
Aohy e

A

i/ ATLATC e (@ NTI hL? ey
Ao, ANTH R LH OCKH

& AR ER TLARSTT A1ATNTE ey

I/ NahNenen 2T Fhdd £ LNTNT -
a5 R T e e dirdt AATT
Nf+2%F  hahves  PoLorfy oo 5P
AT T

NAeeCHT S aadd ASAE anf 1P

Y@ A@  hOA2AT NPT 994977,

PORC it ALY ovCHT? LT Muld-

ANPAE o2 FT 919 @f AIC @
NN L a-F gvAhi “ThddAT TTheY Tt
@MLT° aufH ALTAY:

NAMhT®S eo-hé-

& W@ M@ AL PIIhEE Pahhees
ar-hé- MNA2AME  PoLLPL@m  PI°CT%5
TEZH0  hAgTT  heh7S  hA2-9°0
AHAC P17 PRARTT ALPTY RIPGA

B W9 tavdgN4 Y ATPER H00
NIPER (B) ao0dd 428 ATITIT Amed
ANAAZ AT PIPCI6T TEZHAT NALNS
+004 AP NAao-PPT FLANL oolAE
Prhngeg  oo-hd-  POLELINT  aug SR
hehi9®q eohé- ¢29-9°90C b4 eham
LFE WS ANT ANEAL N1ATT 214
AdN
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3/ The Authority shall issue appropriate evidence
for the disposed medicine when requested by

medicine importer.

19. Raw Material and Packing of Medicine

20.

21.

22.

1/ Any person may only produce, import, export,
distribute or store raw materials and packaging
of medicine after obtaining permit from the
Authority.

2/ The Authority shall issue detailed directive
regarding raw material and packaging of

medicine.

Import of Medicine Not Registered

The Authority may, on any one of the following
grounds, grant a special permit for the import of
medicine not registered:

1/ for clinical trials or any other scientific

investigations;

2/ for personal use of a patient, when prescribed
by physician;

3/ for conducting laboratory quality test for

registration purpose;

4/ for natural or man-made disaster or similar
emergency aid;

5/ for use of diplomatic missions; or

6/ for medicine lacking motivation of importers or
for medicine used for the treatment of diseases
not given adequate attention.

Poisons and Radioactive Pharmaceuticals

No person may manufacture, import, export,

distribute, store or possess poisons or radioactive
pharmaceuticals without obtaining a certificate of
competence from the Authority.

Clinical Trial

1/ Clinical trial on
authorized by the Authority after the research
proposal is being evaluated and accepted from

human subjects may be

scientific, legal and ethical perspectives.

2/ Any researcher applying for authorization in
accordance with sub-article (1) of this Article
shall submit to the Authority the research
proposal, relevant information about himself
and his associates, the medicine for the trial,
permit from Clinical Trial Ethics Committee
and other necessary documents.
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Bl QA0 TE LFR POM@T Phi?™s ov-hé 3/ The Authority shall regulate the progress of an
APLH@ NeoAnd® ¢HN9°S NCFT aowld authorized clinical trial regularly in accordance
avd.Bov-} LEMNMEAT ANdAL PT (L1 with good medical procedure, suspend or stop
TGHh RISPLT MBI AI%E9° PLLIAT the clinical trial where necessary, evaluate the
PTGt @Mk BT1e0TNA RGE 9T results and authorize the use of the result in
AMLAAN NTLMPT Fad AIATDNT AL such a way that it benefits the public.

Aro.arin LA RN
Ak, Pahh?s  oo-hd- A2 GC bt AEMME | 23, Clinical Trial Ethies Committee Supervisory

hhéy Body

& OA~AM Phh9CS  evhd  A1-9RNC I/ The Authority shall establish a Clinical Trial
Nt HEMAalL Ahd FERTIN: Ethics Committees Supervisory Body.,

¥ fmh9°s oohd A0 900C hol-t GHmas 2/ The Clinical Trial Ethics Committees
ahd IPELBm P iddov- Phh7°S oo-hd- Supervisory Body shall be responsible for
219G hoLERTT h@PS BATIAC recognizing and monitoring clinical trial ethics
gh +FAd: Y809 AhdAL UPE AT committees established at different levels and,
AR Edon PLCIA where necessary, for establishing them.

f_'.lr Phh9°S oohd- A-9°NC heg 4 Gpapts 3/ The Director General of the AUthUTil}" shall be
AA ANAL  PIAZ2AT PGS 8LLNhIC the Chairperson of the Clinical Trial Ethics

LIPS Committee Supervisory Body.

4/ The Clinical Trial Ethics Committee
Supervisory Body shall issue directive

8 PhhgS ev-hé- A1-9°900C held +EMal
ANe  DPALYTET Aero Tt POYENTAGH

HCHC aoamdf POMA:: necessary for discharging its responsibilities,

A0, Pchh?°S ov-hé- ARLLD D8 PF 24. Obligations of the Researcher

&/ PhTPS ov-hd AZELD PICIC @-(Mud:? 1/ The researcher of the clinical trial may not
NPLeLe  AMAA2ATMT  APA@-PS (NAL~ disseminate the result of the research without
AT ALALP TNt hETAI:: notifying to and getting approval from the

Authority.

gl Pnges ovhé  ARLL@ QAAAMNT 2/ The researcher of the clinical trial shall have the
Neo-héde@ AL ATLCRCTID WP\ Poo-h duty to allow access to and cooperate with the
T 039 02T CIMNTNTTS oot ONe Authority in inspecting the place of the trial
TLA hANT:: and the trial documents.

i/ hmh9®g  owhdéd  2C NFPPH hTlm] 3/ Except covering reasonable costs incurred in
taoMAy e, OhhPC  PAhRIUS  avhe- the clinical trial, the researcher of clinical trial
AL LM Pah?™S ao-hd ATLRLMT Q@ may not make any payment, in cash or in kind,
ITe THA @[ N8I AP ovd A9 to the person subject to the clinical trial.
hETAg::

6. MBAMCT! NATLETY AhhA oom? 0ALLA | 25. Clinical Trials on Pregnant Women, Nursing

A @LI° N9TUAT O-NT 1A XN AL PILELT Mothers, Minors or Foetus

PdnfG ao-he- Clinical trial on pregnant women, nursing mothers,

NAPA ATPR I&(@D)  evddt  MSAMCT: minors or foetus may only be carried out in

NATILATT ARhA eom? QARLA A@ @E° | accordance with Article 15(4) of the Proclamation

TUAT @nT 94 A AL Phh?eS  ov-hde upon ascertaining the fulfilment of the following

AhS@o?  P7LTA@  PeLhdbat o conditions:

aoTIATF@  \LLITT BAFGH:-

I = — — P —
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al

g/

i/

b=l
=

&l

aofS k. WS- HCE PIRimET 3!
PATIL ASHT7T AhhA oom  FALLN
A2T3 @ed® “TuRT @-0T £A R mS
fAgvaoCaoCt  NTiF  Aevhihd @E
AZThI™  PoLLA  NAeoPr ARIAT  ovlR
e FALS

Pehh?es  ov-héd-0- MISOAMCETE haTiL
AGHT T ARhA eomt hARLO AP2T g
MRt O-NT ha X @R, 10 AT AL
nhee  PeLmieard ATOIN @l
ajgedl]s  RIROILFA ALE  @ey
Prhh?°G ovldB ov§'s-d

NATN. AST A2 P2ihte PAhhy°S oohe
AP3 Nard @41 AT 0% VAT
POl FANL@. Pov@ it aom? NURT AL
&+ PUIenhTA aolf!

NYEAarC @L9° AT AST AL PoihLe
Prhh?s oo-héd- ALPF NAMKYY  oohé-m-
1% FECIT W& @29 hud'r Al
2C P24 0T 089 PRI med
PURY AT NAADT R PISNaTras
MEI° PATN AST Q991 av1ik!

Ahd eomT QALLA AF AL ATLELT
Phhg"S  ovhéde APT PAR T
Wiehmid PT PASTS Ak @89 WGk
®eg Ak Ne7escnt vvd PhISTO
ngegRy @e9c @AE #M m1F hiPy
Phadse@ Ot ook

neJua3 @NT a4 X AL PULhLE
Phh9°S  av-hd- (LPF ORI AL &
PEIPLCH eotPS PASTS ANk MBI Allk
Ne925<0T a3 PhSE Ol ool

QAHTC oo+ BT AL AATLLLT b

ahé

NAPE
chen9+3F AL $rhhY™e

y]]u_!d.—'.[-
&0-{1dr

nrPE NA”?C

Yo nG myom-

1%(@)

e et LT evfif S Far ALL2TT

BIPSA:-

& Phh9tg ev-héd-ar 90T avfShk PAATE
chao¥9®}  Aovgo(Cao(lt  Aeohifhen, @EF
ATTh?® ¢oha-gy oolf i

g Phheg  avhé-or hARTE  chaodH R
aspe O A2T AL hLe P740m7
Pav-hd @M TR RIRETRTA

ALTIANE LI Phhy°g ovldh aod (i RS
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scientific evidence is produced proving that the
medicinal product is intended to diagnose,
prevent or cure diseases in pregnant womer,

nursing mothers, minors or foetus,;

clinical trial carried on persons other than
pregnant women, nursing mothers, minors or
foetus cannot be expected tfo produce
satisfactory test results according to scientific or

medical knowledge;

in the case of a clinical trial on nursing mother,
the amount of medicine passing into breast milk
may not cause harm to the breast fed infant;

in the case of a clinical trial on a pregnant
woman or nursing mother, the informed consent
of the pregnant woman or nursing mother and
the father of the minor or the foetus or, in
absence of the latter, the consent of the pregnant
woman or nursing mother is obtained after
being briefed about the clinical trial;

in the case of a clinical trial on minors, without
prejudice to the interest of the minor, the
informed consent of his father and mother or in
absence o1 one, the informed consent of the
other parent or in case of an orphan minor, the
informed consent of his guardian is obtained;

in the case of a clinical trial on foetus, it is
confirmed that the trial may not cause harm to
the foetus, and the informed consent of his
mather and father or in absence of the latter, the

consent of his mother is obtained.

26, Clinical Trial on Persons with Mental Disorder

Clinical trial on persons with mental disorder may |

only be carried out in accordance with Article 15(4)

of the Proclamation upon ascertaining the fulfilment

of the following conditions:

1/

2/

the purpose of the clinical trial is to diagnose,

prevent or cure mental disorder;

clinical trial carried on persons other than those
with mental disorders cannot be expected to
produce satisfactory test results according to

scientific or medical knowledge; and
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Bl PhATC oo PFm L#87T AovIaRk 3/ the informed consent of the person with mental
PULTA hiFy Phhd™s gohé-ar IARAT disorder is obtained if he is capable to give his
Nk a7 R @9 4P8T Ao AR consent or, where he is not capable to give his
i ALWPT APC  PAOSLD  DI°9°1 T consent, the consent of his guardian is obtained
ao 5k after being briefed about the clinical trial,

RE. Nch? F&-oLPF AL NADLLTD Phhg°G evhe. | 27. Clinical Trial on Prisoners
|

5 NAPE AIP% "‘fr{“]' gl eh Hd-o, ' 1/ Clinical trial on prisoners may only be carried
AP, PHA9PS  oohéd  POLASDIM  POULh out in accordance with Article 15(4) of the
Fied L ®F  aueyA S Fa ALLITT Proclamation upon ascertaining the fulfilment
CIFGA:- of the following conditions:

U) Camhe®S cohd-m AL hAdeT IC a) the clinical trial is to diagnose, prevent or
N+L£PH NhT FE-o9.97 AL POLhAT treat a disease that may particularly affect
Uaog™} AgvooCanC: AaohAhd @ LT e
ATTh?® 407 hiPhi RS b) the prisoner participating in the clinical

A) NngeS  ovhém AL POLATLQ- ”;'_;:’E :“:: tf'“l‘";r‘“: ;"h‘“h“ d“’

ICT
Hd7Y, AerA-hqt lev-f- 1241 hohy:: p A ] B e e
influence.

B N AR 00 AR (B) aowidd ehT .

Al

&7 AL Phh9PS  evhd-  ALhSD?
PoY.aofht@ 14718 W ANFARRC
A8, e Panf /] goA)]: ST
ANdAL®3  TAONC POI8LT ALY
BN A\

Pchh?®S ov-hé-F AATILLT
Pehh9°s  eo-hd-  ATAWLENT P07 A

N7ISFm9° 1 oo-héd-@F “TLLT LTAN:
oLyt
PAVARS 2924 @LT AT14T Hh75
a3t WOTRECS ®TTG

gv H70

& a9 h@- VA a3
AN i QAo LDt 93 Phmedye
g AT hh&ND, aol BT
ANA2 AT 71944 TFavdhd BTAA::

g nAs2AMY  PNUA oSk LPTYTE
LUHITS TéT ALL2TT PFHM NG
mLPT LOAMA::

Bl AA2~AME NHY AR 100 RIER (B)
g\ LA PILPCN-F ool BOT o9 NT 4Py
FaomNd FLF hANd::

PHLI94 MBI ”9T4T*  hh9°G an@ Syt

FHIN

MLy LM a%eR IGE) Hdeedit HM
PHRYIID  RWILKTINE PHRI04 o9
A9 NS ao& 3117 A%TNeoHIN 48T,
ZIPGA::

28.

29.

30.

The concerned prison administration shall have
the right to be made aware of, and have the
the necessary
cooperation for, the conducting of clinical trial

responsibility to provide

on a prisoner pursuant to sub-article (1) of this
Article.

Withdrawal from Clinical Trial

Any person, who has given his consent for a clinical

trial to be conducted on him, may withdraw from

the clinical trial at any time.

CHAPTER THREE

TRADITIONAL AND COMPLEMENTARY

OR ALTERNATIVE MEDICINE
ADMINISTRATION AND CONTROL

Registration of Traditional Medicine

1/

2/

3/

Any person may apply to the Authority for the

by
submitting information with regard to the

registration of traditional medicine

source and use of the medicine and other
necessary information.

The Authority shall issue certificate of
registration upon ascertaining the efficacy,
safety and quality of the traditional medicine.

The Authority shall ensure the confidentiality of
the information obtained in accordance with
sub-article (1) of this Article.

Registration of Complementary or Alternative

Medicine

The provisions of Article 15(2) of this Regulation
stipulating on the registration of medicines shall,
mutatis mutandis, be applicable for registration of
complementary or alternative medicine.
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CHAPTER FOUR
POST MARKETING SURVEILLANCE,
FOOD AND MEDICINE
SEIZURE AND DISPOSAL

31, Post Marketing Surveillance

1/

2/

3/

4/

5/

&/

The Authority shall undertake post marketing
surveillance on food or medicine supplied for
sale, and based on the results, take necessary
measures against non compliance with the
relevant requirements.

Any food establishment shall have the duties to:

a) inform the Authority where there is
unprecedented problem in food safety and

quality;

b) refrain from distributing unsafe and low
quality food for human consumption;

c¢) collect and dispose, in accordance with the
directive issued by the Authority, the food
he offered for sale if it is found unsafe and
low quality.

Any health institution shall have the duties to:

a) report to the Authority on unprecedented
adverse drug reaction, product safety

update or complaint on the safety, efficacy

and quality of medicine; and

b) refrain from distributing any medicine that
the Authority has notified as having safety,
efficacy or quality defect.

Any food establishment or health institution
shall the Authority in
undertaking post marketing surveillance.

cooperate  with

Where the Authority orders the recall of any
medicine in accordance with sub-article (3)(b)
of this Article, the medicine manufacturer or its
agent shall have the duty to recall and dispose
the medicine.

Any medicine manufacturer, importer or
distributor shall be responsible to establish a

pharmacovigilance system for continuously

. monitoring the safety of the medicines for

which it has obtained market authorization and

to take cormrective measures in case of

irregularities.
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7/ Any health professional shall immediately
inform the Authority any adverse drug effect as
well as problems that he encounters with
respect to the efficacy or quality of medicine.

32. Food or Medicine Seizure and Disposal

1/ The appropriate organ may seize food or
medicine and order disposal or sending back to
the country of its origin where the food or
medicine:

a) does not have market authorisation;
b) is counterfeit;

¢) has expired;

d) is of deteriorated quality;

e) s stored, distributed, offered for dispensing
or dispensed by a person without certificate
of competence issued in accordance with
this Regulation; or

f) used in unauthorised clinical trial.

2/ The appropriate organ shall issue a certificate to
the owner or possessor of the food or medicine
disposed in accordance with sub-article (1) of
this Article upon request.

PART THREE

CONTROL OF TOBACCO PRODUCTS

33. Requisite of Permit

No person may import, distribute or sell a tobacco
product except with the permit of the Authority
upon confirmation of the product’s compliance with
requirements.

34, Protection of Minors from Tobacco Product

No person may directly or indirectly sell to or create
temptation upon a minor to use tobacco products.

35, Packaging and Labelling of Tobacco Product

1/ The labelling of any tobacco product shall
describe the characteristics of the product and
the health problem and hazard it causes, and
may not directly or indirectly create the
impression that it is less harmful than any other
tobacco products.

2/ The label of any unit packet, package and
outside packaging of tobacco products shall:
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a) bear health warning describing the harmful
effects of which shall
constitute 30 % or more of the principal

tobacco  use

display areas;

b) describe the health warnings in words or
picture that smoking causes cancer, cardiac
or bronchitis diseases or immature death or
serious health problems caused as a result
of tobacco use;

¢) be written in Ambharic or English in large,
visible, legible and irremovable manner;

and
d) contain information on the major
constituents and main hazardous

constituents found in the emissions of the
tobacco products,

3/ For the purposes of this Article, the term
"oputside packaging " in relation to tobacco
products applies to any packaging used in the
retail of the product.

36. Places Prohibited for Smoking

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) rooms of health institution:

b) class rooms of educational institution;

c) public conveyances;

d) dining places like hotels and restaurants; and

¢} such other places prohibited for smoking,
as may be determined by the appropriate
organ.

3/ Notwithstanding the provisions of sub-article
(1) of this Article, smoking in places for public
gathering or use identified by the Authority may

be allowed at a designated smoking areas.
PART FOUR
HYGIENE, ENYVIRONMENTAL HEALTH AND

COMMUNICABLE DISEASES CONTROL

37. Dangerous Chemical

I/ The production, import, storage, transportation,
distribution, sale or use of any dangerous
chemical shall comply with the requirements set
by the Authority to prevent any hazard to public
health.
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7/ In case of violation of the requirements

prescribed pursuant to sub-article (1) of this
Article, the appropriate organ may seize oOf
recall from market and order the disposal of the
dangerous chemical or sending it back to its
country of origin and take other necessary
measures.

Transportation and Disposal of Dead Bodies

39,

40.

1/ It shall be prohibited to bring into the country
or send abroad a dead body or human remains
unless otherwise permitted in accordance with
the requirements set by the Authority.

2/ 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 in accordance with the relevant

law.

3/ The provisions of sub-article (1) of this Article
may not be applicable with respect to the
transportation  of  human  remains fo

archaeological or tourism purpose,

Waste Handling and Disposal

I/ It shall be prohibited to burn or dispose by an;
other means a poisonous or contagious waste
without obtaining permit from the appropriat

orgarn.

2/ No person may engage in recycling or dispose
of poisonous or contagious wastes witho
obtaining permit from the appropriate orga
upon fulfilling requirements set by th
Authority.

3/ The appropriate organ shall, prior to th
designation of a place for disposal or recyclir
of waste, confirm that the disposal or recyclir
of waste at such place may not cause damage

public health.

4/ No person may discharge liquid waste to t
environment unless treated in accordance wi

standards to be issued by the appropriate orgal

Institutions Subject to Health Related Control

The appropriate organ shall ensure that institutic
subject to health related control satisfy the necesse
hygienic and environmental health protectic

requirements and take necessary measures thereof
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Sound and Air Pollution

Any person shall comply with the requirements for
the prevention of sound and air pollution set by the
Authority for the protection of public health.

42. Toilet of Public Facility

Any toilet of a public facility shall fulfil the

requirements set by the Authority.

43. Vaccination of International Passengers

44.

45.

1/

2/

Convevance

Vaccination of international passengers shall be
given at health institutions designated by the
Authority.

Any conveyance operator who has brought a
person not allowed to enter into the country in
with  Article 26(2) of the
Proclamation shall be obliged to return the

accordance

person to the country of his departure covering
the expenses of his stay,

and Consignments Control at

1/

2/

4

Frontier Port

Any conveyance entering into or transiting the
country may not bring or dump any waste or
remains of waste in Ethiopian territory except
in accordance with accepted manner.

Notwithstanding the provision of sub-article (1)
of this Article, any person may
recyclable waste or
permission of the Authority.

import
by-product upon the
If any conveyance or consignment entering or
leaving the country is suspected of transmitting
communicable disease, it shall enter or leave
the country after undergoing the necessary
sanitization including spraying and permit from
the Authority.

Importing or exporting blood, blood products,
human tissue or organ, urine or stool may only
be allowed by obtaining permit from the
Authority.

Any conveyance operator who has brought a
consignment not allowed to enter the country or
waste shall be obliged to return same to the
country of shipment at his own and the owner’s:
cast.

Individuals Crossing Boarder on Foot

Any person entering or leaving the country on foot

at the time of epidemic and public health emergency

may not enter or

undergoing

leave the country without

health inspection and obtaining

permission at a frontier port.




-—%_

9.

4%,

1% INEFE LRL-A 124F WM £TC Ih TC 1% +73 Sk 9.9

4%, natmémsd A@ S SZ7°CT MATILLT

&/

&/

Ef

af

@9 o AIC
ao3125  PUNLTANRT MmS Aeemid  AOA
AT RTTC NPA 089 NRUS
PYPCNATT TP PavavAll T3 halT::

FOLM 907" WP

Nrr oF 7935 @9° FAAd OTiF  hand-
+Ae PTIMAMC oo FIEE ASC PN

a2 Na® N, Lar AN@- e
ATLPCENT Poo PG ovarem, hA DAL
entidm 98y PSS PSS AT

WILUI ANT ANLAL avlBPTT CThmd
2SN A

Y W79k 30-0 WPk (€) ooOld avdh
eLLNM Poo PG ao@m-sm A DAL Ak
ATLTH AHEMAYL avlFary RSO L7CT
e LT AN

ALY A7ER hé AR "PorN PS5 oo, hA
SA4L" I PhaAo  ANRTE @g9
PULETS  19°4h NA2AMNT AP 3Ad
-t

n&Fh? DATILLTS ART OA“ISPT

a/

&/

+TAAL

Y D9° Phmimi A@ @& Lo &R
aof /7 hANT: AA2AN Phméméd h@F
NéFT  RIARLLCTID  AUNLEON mS
£1M4E KRED2  fTTC  Khd 08 SmT
LhFAAGA::

MA»ZANT “TIF@9 hethT P4 o
N+AAé NTiZ aofit ALLOTT oL mS +X7°
ARE T1PP RN oHO$IS  ANLALET
pLahs  PHYEN RS endmkT
£LITMA:

PUNLEFAN MS 1T hL2 #TTC hhé
NPS PS5 aoM.PS oo (CT Phé-PhT
WNIATH=T ool “10hATT “1%4-ET @R9°
AhhO@ P9977%7 mS +£7°7 ALT TI1EP
TN h&CT av(\P9° AANT::

Mf32F7 AevdmmC  MATLONS

al

ACP°R&PT

NA~ AT ANL (T4 2FF AeodTmC:-

u) TUCT RFIS AfT i
eeLANNNNT @ 429 AtanT L

AN

A) IFE PETTC MMLLTT WWTHFOP
Ph1sE NTFA ALERTE RS

h) ANT ANLAT WCTRLTT AN
2AA

Federal Neganit Gazetie No. 11 24" January, 2014

Page 7202

46. Suspected Person and Duty to Report

47.

48.

1/

2/

4/

Any international entry passenger shall be
obliged to respond to quarantine inspe-::l;an
through verbal or written request for protection
of public health.

In the course of travel, if any passenger is
be with
communicable disease, the conveyance operator
shall
destination frontier port about the type of the

suspected  to infected any

inform the head of the nearest or

disease, principal symptoms and any other

relevant information.

The head of the
information in accordance with sub article (2)

frontier port receiving

of this Article shall immediately report the
information to the inspector at the port.

For the purpose of this Article “head of frontier
port” means the head of the frontier port
aviation or Revenue and Customs Authority
station.

Quarantine and Isolation

1/

2/

3/

shall be
immediately, The Authority shall immediately

Suspected person quarantined

send the suspected person to the public health

emergency management body for quarantine.

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,

The public health emergency management body
shall organize quarantine centres in the main
frontier ports or designate the nearest health
institutions as isolation centres.

Measures taken to Control Communicable

Diseases

1/

The Authority may take the following measures
to control communicable disease:

a) ordering the closure of schools and other
public places for a certain period,

b) establishing temporary controlling posts in

any part of the country; and

taking any other necessary measures.

A R e R T
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49. VYaccination

50.

51.

2/

The relevant bodies shall cooperate with the

Authority at frontier ports to effectively

undertake control of communicable diseases.
PART FIVE
HEALTH CARE

CHAPTER ONE

HEALTH CARE SERVICE

Obligation _and  HIV/AIDS

Counselling Service

1/

2/

Any health institution and health professional
employed by the institution shall, based on the
medical standard and the service provided, have
the obligation to give vaccination and access to
HIV/AIDS counselling service to maternal and
pregnant women.

Parents or guardians shall have the obligation to
vaccinate children in accordance with the
directive to be issued for the implementation of
the Proclamation and this Regulation.

Health Education

Any health institution shall, based on the services

provided by it, have the obligation to provide health

education and current information to clients.

Curative and Rehabilitative Medical Service

1/

2/

governmental health institution shall provide
medical service in accordance with the referral
system and its capacity.

Medical service may be provided at a health
institution, at a work place, at the patient’s
home, at the place of accident, in an ambulance
or at any other similar place according to the
standards to be issued by the appropriate organ.

. Patient’s Informed Consent

I/

2/

Medical service may not be provided without
obtaining the patient’s informed consent.

Notwithstanding the provision of sub-article (1)
of this Article, medical service may be provided
to a patient without obtaining his consent when:
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a) the patient is unable to give his consent and

such consent is given by:

(1) a person authorized by the patient in

writing to give consent on his behalf;

(2) in the absence of a person authorized

to give such consem, the spouse,
child, parent, brother or sister of the

patient;or

a person authorized to give such
consent in accordance with the law or

a court order:

b) failure to treat the patient, may resultin a

serious risk to public health;

c) the patient has not expressly or in any other
way refused to get the medical service and
any delay in the provision of medical
service could result in irreversible damage
on his health.

3/ Any health shall make

reasonable effort to obtain the patient’s

professional

informed consent,

4/ The health professional shall explain to the
patient who refused to get medical service,
the possible risks of his refusal on his health

and shall record same in writing.

5/ A consent given under this Article shall be
valid when it is obtained from the patient or
any other third party in writing, unless it is
permitted by directives to be expressed orally
or through conduct with respect to specific

types of medical services.

Emergency Medical Service

I/ Any health institution shall have the
obligation to provide life saving emergency
treatment.

2/ Any health institution shall have the

obligation to provide emergency medical

in accordance with applicable

standards of health institutions.

treatment

3/ Emergency medical treatment may be provided
in all emergency and epidemic cites in

collaboration with the relevant organs.
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1/

ok

3/

4/

5/

1/

Any health institution shall have the obligation
to provide medical services in accordance with
health service standard to be issued by the
appropriate organ.

Where any health institution is unable to provide
the proper examination or treatment to a patient,
it shall refer the patient to the appropriate health
institution where he can get the proper service in
accordance with the referral system.

Any health institution shall have the obligation
to admit a patient sent to it in accordance with
the referral system and give feed back to the
sending health institution.

The referring health institution shall, before
referring a patient for emergency treatment,
have the obligation to make sure that the
receiving health institution can admit the
patient.

Any person shall have the obligation to observe
the directive on the implementation of referral
system.

Death and Post-Mortem Examination

Death shall be ascertained when there is no sign

- of life as approved by a competent health

2

3/

4

professional based on examination of functions

of brain, heart and breathing organs.

Post-mortem examination may be conducted
only where the spouse, child, who attains
majority age, parent or guardian of the deceased
or the appropriate organ requests to know the
cause of death.

Examination to determine cause of death may
be carried out by a competent health institution.

Notwithstanding the provisions of sub-article
(2) of this Article post mortem examination for
education or research purposes may be carried
out where the deceased has given his written
consent during his lifetime or where the
deceased has not prohibited such donation
during his lifetime and the consent of his family
has been obtained.

Medical Certificate
Every health

institution shall issue medical

certificate to a patient containing the following
information:

1/
2/

name, age and address of the patient;
examination result and medical treatment
provided to the patient and, as the case may be,
sick leave and board decision,;
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CF/ PmhgS oInLEm POmOTT $ 3/ date of the issuance of the medical certificate;
i/ +ha408 Mees NATN4LATS  Pohelaed 4/ whether periodic medical treatment is necessary
OFFP PG Ut ARG and the patient's current situation; and
Gl AT ANLATL PP aolBPrgs 5/ other necessary information.
. hAN@ 04T +PAL PhhoeS 57 Artificial Reproduction 2

I I/ Antificial reproduction service may be provided
by a health institution and health professional
authorized by the appropriate organ.
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2/ letting or hiring of womb for the purpose of
artificial reproduction shall be prohibited.

- : 3/ No person or research institute may engage in
B/ oS @g Gar @Ry PI°CT°C bR 0@} the technology of cloning of human being.
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CHAPTER TWO
TOCE it DONATION OF BLOOD AND BLOOD
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PUML-VPAT A20G FPA +hA TRANSPLANTATION OF ORGANS AND
TISSUES

1Z. DAL PR7™ +PP AN
Bl P29°G  ¢g9° 4ok AT @9anans | 58. Donation of Blood and Blood Products

PACET AePT NONIERYT QPP I/ Blood and blood products donation, collection
AR toohChar evhS@% AANT @ and distribution shall be done based on
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ANETAE °CI°C Pol.odh L9° LT PRI 2/ Blood and blood products used for the purpose
TPP ANIGI Py RN PTIHN TET of saving life or scientific research may not
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AONT PULTAD RUTIES Ték MLE2IT 3/ Blood and blood products may only be given to
a3 a recipient after their safety and quality are
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aCIPPT 59, Organ and Tissue Donation and Transplantation
B eAhA  NEATS  uNL-UPAT  HPA hhA el
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be carried out if there is no other better means
of preserving the life or physical integrity of the

recipient as proved by a medical board.
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U3 WIRLON5  Acvhihd 2TAA alive or after his death.
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N3A Pahd hedeT? 089 vNL-UPARED 3/ A person may, at any time, revoke the act by
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which he has promised to dopate his organs or

tissues while alive or atter his death,

ANG FIANE Part #A KLY h3PE 300 4/ Where a person who has promised to donate his
Wibd () el PG4 WIRUPY  FAST organs or tissues revokes his promise, pursuant
-Famar +hd. ool ALLTD M. Ui to sub-article (3) of this Article, in bad faith, the
Wy WIRhLAD aomPP BTAN:: recipient shall be entitled to be indemnified for

the expenses which he has incurred due to such
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a) trading in human organ or tissue:

b) receiving, giving or promising to give

monetary or non-monetary benefit for

organ or tissue donation;
¢) advertising demand or supply of organ or
tissues;

d) using animal organ or tissue for the purpose
of transplanting it to human.

60. Organs and Tissues Collection from Deceased
Person

1/ Where a person has consented to donate his

2/

3/

4/

5/

6/

organs or tissues upon his death, the organs and
tissues that can be used for transplantation may
be collected upon his death.

No health institution may collect organs and
tissues pursuant to sub-article (1) of this Article
without obtaining special license from the
Authority.

Where there is no written evidence showing
express prohibition of donation made by the
deceased, while alive, and where the spouse,
children or parents or siblings of the deceased,
in the order of their list, agree with the
donation, organs and tissues that can be used for
transplantation may be collected from the
deceased.

Where the individuals listed under sub-article (3)
of this Article are suspected of crime for the
death of the deceased, they may not have the
right to give consent with respect to donation of
organs and tissues of the deceased for
transplantation.

Unless the donor ordered a particular recipient
as beneficiary in accordance with provisions of
transplantation, selection of organs and tissues
recipients shall be based on compelling medical

reasons and the principles of justice and equity.,

Health professionals who declare the fact of
death of the donor may not be less than two:
and be different from, and have no monetary
relationship with, those who the
transplantation.

conduct
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Collection _from _Living

1/ Collection of organ or tissue from a living
person may be carried out where competent
health professionals believe removal of organ or
tissue from the donor does not pose any serious
and permanent danger to his health or life and
where:

a) the donor has capacity to give consent and
enter in to juridical acts, and agrees in
writing , based on informed consent, in the
presence of two Witnesses; and

b) it is established Dy the National

Transplantation Committee referred to in
Article 62 of this Regulation that:

(1) there is spousal bondage or relation by

consanguinity or affinity between the
donor and the recipient; or

(2) in the absence of spousal bondage or
relation by consanguinity or affinity,
there is no monetary relationship

between the donor and the recipient.

2/ Notwithstanding paragraph (a) of sub-article (1)
of this Article, bone marrow tissue may be
collected from a minor upon the consent of his

guardian.

5/ No health institution may collect organs and

tissues pursuant to this Article  without

obtaining special license from the Authority.”

Transplantation

1/ No health institution may transplant organs arn
tissues without obtaining special license fron
the Authority.

2/ The Authority shall
Transplantation Committee with a view U
ensuring that organ or tissue collection an
transplantation s out i
accordance with professional ethics. ,

establish  Nationz

being carried

3/ Any transplantation may not be performe
unless the National Transplantation Committe
approved the transplantation request; providet
however, that the National Commitiee ma;
where necessary, give delegation of power to
transplantation established
regional level.

committes
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HEALTH PROFESSIONALS

CHAPTER ONE

PROFESSIONAL LICENSING AND REGULATION

63. Designation of Health Professions and Requisite
of Professional License

64.

65.

1/

3/

The Authority shall designate, register and
license health professionals and set their scope
of practice.

No health professional with professional license
may provide health services beyond the scope
of practice of his profession unless with special
decision of the appropriate organ in exceptional

compelling circumstances.

Any person qualified with more than one health
profession shall be entitled to a professional’
license to practice all of his health professions

so far as he satisfies the necessary requirements.

Health Professionals Register

1/

2

3/

The Authority shall have a for

registering every health professional practicing

register

in Ethiopia comprising his name, nationality,
principal residence and place of business and
such other necessary particulars.

Any higher education institution shall send its
graduate lists
Authority and appropriate organ.

in health profession to the

The register to be kept in accordance with sub-
article (1) of this Article shall be open to the
public as may be necessary.

Issuance of Professional License

1/

2/

Any health professional shall be granted with
health professional license upon fulfilling the
requirements set by the Authority for health
professionals.

The appropriate organ may issue restricted
professional license, as may be appropriate, for
impaired health professional.

No health professional may in any manner
transfer or rent his professional license to third
party.
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66. Renewal of Professional License

1/

2/

In applying for renewal of professional license
33(2) of the
Proclamation any health professional shall

in accordance with Article

present.

a) certificate of completion of the required
continuing professional development in his
profession; and

b) medical certificate proving his fitness 10
practice the profession.

For the purpose of this Article “continuing
professional development” means a training
periodically attended by a health professional
during his practice to maintain his professional
knowledge and skills and enhance his
professional competence in accordance with
the directive to be issued by the Authority.

67. Inactive Status

1/

3/

Any health professional who did not practice
his profession for more than two years for any
reason shall notify the appropriate organ prior
to resumption of practicing his profession.

The appropriate organ may authorize the
professional referred to in sub-article (1) of this
Article to practice his profession upon requiring
him to produce evidence of completion of
continuing professional development or causing
him to attend training, or to work under the
supervision of a competent health professional
working in a health institution chosen by the
Authority.

If a health professional who did not practice his
profession for more than two years engages in
practicing without notifying the appropriate
organ, he shall be deemed as practicing without
professional license.

68. Health Professional Trained in Foreign Country

1/

Without prejudice to the provisions of Article
65(1) of this Regulation, any person with a duly
recognized foreign educational background
applying for professional license shall:

a) produce

evidence of equivalence of

qualification issued by the competent body;

b} complete from six months to a-yearlong

internship program at assigned health
institution by the appropriate organ where
he did not practice his profession in any

foreign country for more than two years.
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Notwithstanding the provisions of sub-article
(1) of this Article, a health professional with
more than two years of professional practice in
any foreign country shall complete internship
program as determined by the Authority if the
disease pattern of the country of his training or
practice is incompatible with Ethiopia’s disease
pattern.

Notwithstanding the provisions of sub-article
(1) and (2) of this Article, the Authority may
issue temporary professional license for a health
professional  with  foreign  educational
background, where the professional intends to
provide health services in short term charitable
activity, emergency humanitarian crisis or other
health services to be determined by the
Authority.

The institution which brought the health
professional on temporary basis shall:

a) upon the completion of the professional’s
mission, notify the Authority and ensure
the surrender of the temporary professional

license;

b) bear civil responsibility for any damages
caused by the health service provided by

the professional.

69. Surrender of Professional License

Any health professional shall have the obligation to

surrender his professional license where his license

is suspended or revoked or he completes his mission

or relinquishes practicing his profession.

CHAPTER TWO

HEALTH PROFESSIONAL CODE OF CONDUCT

70. General Principles
Any health professional:

71.

| ¥}

2/

may not practice his profession in any manner
that violate the Proclamation, this Regulation or
any other relevant law;

shall provide health services to the client
without any discrimination;

3/ shall give the utmost consideration for the health

and need of the client,

Health Professional Ethics Committee

1/

A Health Professional Ethics Committee

(hereinafter the "Committee”) is hereby
established.

Members of the Committee shall be
professionals drawn from the relevant

institutions and be designated by the Minister,
and their number shall be determined as

Neccssanry.
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The Committee:

1/

2/

3!

4/

5/

6/

shall examine, investigate and propose
appropriate administrative measure 10 the
Authority on complaints made with respect to
substandard health services and incompetent

and unethical health professionals,

shall, where it proves availability of sufficient
evidence to support the complaint, send
summon to the health professional or institution
against whom a complaint is lodged with the
notification to respond within 30 days;

may, where appropriate, assign an independent
researcher in consultation with the Authority to
investigate the complaint;

may propose suspension of license or certificate
of competence to the Authority until the
appropriate decision is passed on the complaint;

shall, upon identifying the root causes of
frequently lodged complaints and grievances,
propose policy directions intended to provide
sustainable solutions to the problems;

shall perform such other duties that may be
assigned to it by the Authority,

Meetings of the Committee

1/

2/

4/

The Committee shall meet as frequently as its
functions requires.

The presence of mere than half of the members
at any meeting of the Committee shall
constitute a quorum.

Decisions of the Committee shall be passed by
majority votes; in case of a tie, the Chairperson
shall have a casting vote.

Without prejudice to the provisions of this
Article. the Committee may adopt its own rules
of procedure.

Main Responsibilities of Health Professionals

Any health professional shall:

1/

be accountable for the health services he
provides and for his decisions as per his
assigned duty;

obtain informed consent from a patient, in
accordance with the relevant law, before
rendering a service;
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provide genuine and adequate information

during professional communication with

colleagues and clients;

respect patient confidentiality, privacy, choices
and dignity;

maintain the highest standards of personal

conduct and integrity;

discharge his professional duty in a team work
respecting the contribution of other health

professional,

provide appropriate counselling service to the
client;

update his professional knowledge and skills to

new medical technologies and innovations;

maintain proper and effective communication
with his patients and other health professionals;

register and keep accurate client records;

avail himself and provide professional service
in his working place during assigned duty

hours;

ensure public participation and acceptance in
designing and implementing public health

programis;

comply with any lawful instructions and

procedures of the appropriate organ with
respect to his profession.

Fees and Commission

Any health professional may not:

1/

accept commission or any benefit apart from
service charge from a person or another health
professional or institution in return for the

services he renders;

pay commission or offer benefits to any person

for recommending patients;

offer or accept any payment or benefit which is
intended to induce to act or not to act in a
particular way not professionally indicated or to

over-charge patients;
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78.

4/ charge or receive fees for services not rendered
personally or by his employee or partner or

substitute:

benefit for

recommending or referring patients to another

5/ receive payment oOr any

health professional, for treatment or for

participation in clinicai trials or other research;

provide health service, for his benefit, that does

not serve the needs of his patient.

. Practicing with other Health Professionals
1/ A health professional shall employ a health
professional who is licensed by the appropriate
organ.
2/ Unless for training purposes, a health

professional may not work with or give any
kind of professional support to another health
professional not licensed by the appropriate
organ.

Professional Confidentiality

I/ A health professional may not disclose, verbally
or in writing, information regarding a patient
unless the appropriate organ believed that there
is a prominent health risk to the public
demanding to do so, it is ordered by a court, he
sets written consent from the patient or the

patient’s guardian or it is permitted by law.

2/ A health professional may release or transfer
information regarding patients for the purpose
of conducting scientific research or studies
where the information released is in such a
manner that it does not identify directly or
indirectly any individual patient.

3/ A health professional shall encourage a patient
with communicable diseases to disclose his
status to individuals with potential exposure to

the infection.

Preferential Treatment and Referral of Clients

1/ Any health professional shall render the same
level of care to his clients in itingrant and

resident practice.

2/ Any health professional may not provide any
preferential treatment to a client by considering
the relationship established with him in another
health institution where the same professional

works.
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3/ A health professional may not refer a patient to
another health institution where he works unless
for services unavailable and necessitating
referral upon declaring the vested interest of the
professional in the referred health institution.

4/ For the purpose of sub-article (1) of this Article,
“resident practice” means a practice which a
health professional conducts on full time basis
regularly while “itinerant practice” means a
practice which a health professional conducts
other than the resident practice.

79, Prohibition of Secret Remedies

I/ No health professional may use secret remedies.

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 remedy”
means a medication or treatment that cures a
disease or disorder or relieves its symptoms that
is known by only a few people or professionals
and intentionally withheld from general
knowledge.

80. Advertisement of Profession and Service

1/ Any health professional may not advertise:

a) his services if the advertisement is
unprofessional, untruthful or misleading;

b) his services wunless otherwise he is
authorized by the appropriate government
organ;

¢) in a manner that directly or indirectly
encourages the unnecessary use of health
services;

d) his services in a manner that affects or
undermines the services of other health
professionals;

e) his services by drawing attention to his
personal qualities and superior knowledge;
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f) his services in a manner that promises a
gift, discount or other inducement to attract

a person to use the service.

2/ Any health professional shall ensure the

advertisement of a health institution whose
certificate of competence is issued in his name
respect the provisions of sub-article (1) of this
Article.

Medicine and Medical Instrument Advertisement

1/ A health professicnal may not advertise
medicine or medical instrument unless he is a
direct employee of the manufacturer or
distributor and authorized to do so by the
appropriate government organ.

2/ A health professional may not, in consideration

of the benefit he may derive, advocate the
preferential use of any medicine or medical
instrument that would not be
appropriate or cost-effective to the client.

clinically

Research Participation

A health professional may only participate in

research performed on human subject if the research

has written approval after appropriate ethical

evaluation and is being performed in accordance

with the approved research protocol.

Requesting and Providing Professional Support

or Consultation

1/ In case of any doubt or difficulty and need of
supplementary or higher level of care, a health
professional  shall.  request support  OI
consultation from any other professional
colleague for the benefit of the client.

2/ A health professional consulted by a colleagu
shall provide the required professional advic
and service as per the standard of hi
profession.

Obligation to Serve Despite Belief ~

A health professional may not refuse on grounds 0
personal belief to provide services such a
contraceptive, legal abortion and blood transfusion.

85. Issuance of Official Documents

I/ A health professional shall sign officia
documents relating to patient care such @
laboratory and other diagnostic requests an
results, prescriptions, certificates,  patien
records, hospital and other reports after writing
his full name.

. Ii
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2/

A health professional shall issue genuine and
complete sick leave or certificate of illness.

86. Prescriptions and Medicine Dispensing
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ao @5 TILA MBS en@H PANTIO:
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not dispense or keep any medicine obtained
through illegal channel.

the appropriate organ:




IR IRGPIE &Ll 1241 WM £TC I TC IF 7 §LE 9.7

1a.

18

5l RhA TTIPHA A Lot
NAoe-£7 AN

=3 PAA PG

g polemea @Y N84 WIRPOF P1RLT
hiPy @29 rhméméa  hhh  Phiet
N 2d- NALLNVE FIL@F £929 hWismd
oNe ehaMa hiFy P07 hha

i/ fovf 422 PHOAG @OLF Toof L P8
e80T @eyr  eraLint o fmS
WA= APOM aoPr7E AS

i/ PAA QAao-P3 2159 a0 0P FAFT A
ey [ [0 £

neA ANt

(AT b b

B a9t nm PNFF 99427 NG
@bt AN hA@ Ahd Af1Y TP
heRq® N1d- AL ao(\774-T hETAT:

Bl AT @9 9 e4am PNt 2149749
PG @LPT NPGeot: aodfN halt::

B oyE@e 4k oSt 1.1 hhC
@LeF NOALNT oohdCT evhit N0
e BTCNFA

i/ RN PA@ AhA PAET 9949714 9°ONC
oiLe T NFLATNT @290 Neresant
PECHT LS PhIATNET  ABYT
hood-d T AHIBER T AheoFTFd RS AbeT
aNéAL P h9CHh 089 hhiIAThk
PTG VP 2C PHEFE TIST@T
agyl R PTT AL dRen NSF
ALNLTT BTAN:

E Nt @1L21em 7°0ORC @ie 1 AT
ha@ Ahd 4L+L o, N5 a9 avilr
AODET @77 “INTANT ARFAT

PNET 9940199 FONC @4+ TT NhevaeAl

opE@mee PP 994079 PG @it
phIentt  ehwinnt o aget ¢+hah
AT L9 et fRLM HET POST
ays 976, ARG @LPET AT AAD AhA
aoaop\fy AANT::

NANAee-2 2T PmS 9°Cavd

Bl o1iE@9° e hbid2g 2C TR
PAM PG NAgv-P7 @ELF° 770 hH2ET
Whe9® @0t  heodmé  Né RWPROT
NP%Gaok . hhT.hfi/uth OEeC  PMS
goCovd- WIRLLCT PIRLT AT

Federal Negarit Gazette No. 11 24" January, 2014

1/

2/

3/

4/

Page 7213

an impairment in another health professional if
he is convinced that such professional is
impaired;

his own impairment if he is aware of it or has
been publicly informed, or he has been advised
by colleagues to obtain help in view of an
alleged impairment;

the provision of health service by a person
without professional license or whose
professional license has been suspended or
revoked; and

any unprofessional conduct of another health
professional.

PART SEVEN

INSTITUTIONS

. Certificate of Competence

l Iln'

2/

3/

4/

5/

No person may establish and run institution
without obtaining a certificate of competence
from the appropriate organ.

A certificate of competence issued to any
institution shall be renewed annually.

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

The appropriate organ 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 and
safety of the product or service.

It is prohibited to transfer in any manner a
certificate of competence to a third party

without the permission of the appropriate organ.

. Surrender of Certificate of Competence

Any institution whose certificate of competence is

revoked, cancelled or denied renewal or which has

ceased operation shall surrender its certificate of

competence to the appropriate organ.

. Professionals Health Examination

1/

Any institution shall make health professional
or food handler who has contact with clients to
undertake pre-employment and annual medical
examination, except for HIV/AIDS.
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Mo health professional may undertake medical
examination
sub-article (1) of this Article.

for himself in accordance with

Any food handler shall notify the institution
food

communicable disease. Any food establishment

where he is infected by borne
shall screen a food handler infected by food

bome communicable disease.

Any food establishment shall remove any food
handler

communicable disease from activities involving

who is infected by food bome
contact with food until the disease becomes non

communicable.

The Authority shall issue directive on the type
that a health
professional or food handler who has contact
with clients shall undertake.

of medical examinations

Institution Requirements and Prohibitions

1/

3/

4 .'r

5/

Any institution shall develop internal waste
management system to manage its hazardous
substances and wastes.

An exporter institution shall obtain special
the Authority for
medicine or food from foreign country to

permit from transiting

another country.

No institution may import, keep or distribute
prohibited or expired food or medicine.

No wholesale or import institution may
distribute food or medicine for a person with no

certificate of competence.

Any health institution which permits a student
on practical training to provide health service
shall be responsible for any damage the student

may cause to a patient.

PART SEVEN

MISCELLANEOUS PROVISIONS

Duty to Furnishing Information

1/

Any health professional shall cooperate with the
appropriate organ whenever requested to show
his professional license or provide information
about his professional performance or that of
others,
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2/ The appropriate organ shall
confidentiality of information obtained in
accordance with sub-article (1) of this Article

keep the

unless otherwise permitted by law.

Duty to Report

I/ Any person who believes that a health
professional is unfit to practice or commits
shall notify the

unprofessional  conduct

appropriate organ.

2/ Any person who in good faith notifies the
appropriate organ in accordance with sub-article

(1) of this Article may not be legally liable.

Service Fees

shall
appropriate organ at

Every person pay service fees to the
the rate approved by
government for obtaining or renewing professional
license or certificate of competence, registering

medicine or receiving other certificates and services.

Repealed and Inapplicable Laws

1/ The following are hereby repealed:

a) the Licensing and Supervision of Health
Service Institutions Council of Ministers

Regulation No.174/1994; and

b) the Ethiopian Health Professionals Council
Establishment Council of Ministers

Regulation No.76/2002.

2/ No regulation, directive or customary practice
shall, in so far as it is inconsistent with this
Regulation, be applicable with respect 10
matters provided for by this Regulation.

Power to Issue Directives

The Authority may issue directives necessary for the
implementation of this Regulation.

Effective Date

This Regulation shall enter into force on the date of
publication in the Federal Negarit Gazette.

Done at Addis Ababa, this 24" day of January , 2014.
HAILEMARIAM DESSALEGN

PRIME MINISTER OF THE FEDERAL
DEMOCRATIC REPUBLIC OF ETHIOPIA



