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Preamble
WHERE AS, it is necessary to ensure the

quality of standards, safety, efficacy or
effectiveness of medicine and medical
device starting from the raw material during
storage, distribution, transportation and

handling;

WHEREAS, it is necessary to prevent and
control the public health from risks emerging
out of unsafe, ineffective and poor quality

medicine and medical devices;

WHEREAS, it is necessary to issue
certificate  competence to organizations
engaged in medicine or medical device,
import, export and wholesale trade activities
by ensuring compliance to requirements
related with facility, professionals and
necessary materials as well as storage,
handling, distribution and transportation; and
make them supply medicines and medical
devices that meet their quality, safety and
effectiveness requirments.

WHERE AS, it is necessary to take
appropriate administrative measures against

violations of this directive and other relevant
laws;

NOW, THEREFORE, the Ethiopian Food
and Drug Authority issued this directive in
accordance with Article 71 (2) of the Food
and Medicine Administration Proclamation
No 1112/2019.



neA AL
aAmPAL

1. &PC Con

LY avan/l @

hNaogh =

“Can YT RAG VAICG ool
A, AT 94 Ahd4-L CCHrT

EPpC ovavld  pC 872/2014” N A.mdn
LTAA::

2. TCA7%

(IHY ovavl @O :-

1.

“WALOAS 1IN “VTTE -9 PRTTS oeY°
nn.e NAe PS VNI°G o148 hé.109°

A L5 A“17AT @L9° Aavihao(
PoLLA -

A O S 1\ O e b 27 LI ) 1 Al
av ¢ ¢ AT ATHYT Al
PLENNMIN Pl 0. 1@-::

‘A8 T I Mooy
hng°G  ov¥isf 11L& mé AL
g4 G- AAOANE PoNa,7
PeprC U7 (oo @L9° Q07014
N et Né-m-7 A Toad 10
AT PRCT Pl ANTS LR
ACI°E a,::

‘W’ 70T I 090 a5yt
Nhng°s ov¥18f 1L »é AL
g4 G- QAN PoNa,7

PeePrC U7 oo @L9° AA“70(4-
N7l T 07 RT5LNE PTILL
ANTSLREP ACIE @ WL 1AL
TR (L7, Mo+ N9° AT LCET
PULPPN AU TI°::

“7PAPN  NeR” “at  fa Tiro-

PART ONE
GENERAL

1. Short Title

This directive may be cited as “Medicine

and Medical

Device Import, Export and

Wholesale Control Directive No. 872/2022.”

2. Definitions

In this Directive,

1.

“Accessory” means an article that
supports, complements or
enhances the performance of one
or more major medical device.

“Product” means medicine, medical

device and raw materials that are

used to manufacture those
products.

“Suspension” means any
administrative measure taken to

suspend medicine and/or medical
devices trade activities of a person
due to his or her violation of or
non-compliance  with the laws
issued by the Authority.

Revocation” means any
administrative measure taken to
terminate medicine and/or medical
devices trade activities of a person
due to his or her violation of or
non-compliance  with the laws
issued by the Authority. Any

revoked entities trade activities

shall not lete to continue any time
with  the

name where the
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10.

Administrative measure taken

“Mobile Sale” means the sale of a
medicine or medical device without
the written, fax or e-mail request

of the buyer.

“Cold chain devices” means any
device used to store or transport
mediicnes and other medical
products at temperature ranging
from -50°C to -15°C and +2°C to
+8°C; and includes deep freezer or
cold room: medical rifirigrator, cold

box, vaccine carriers, Ice pack).

“Internet Sale” means the sale of
medicine and medical device to
organizations or users  using

internet.

“Import Permit” means the
issuance of a permit to import a
medicine or medical device that

are registered by the Authority.

Pre-import  Permit” means the

authorization issued by the
Authority upon  confirmation  of
meeting the requirements for the
importation of unregistered
medicine or medical device.

“Self contained” means containing
in oneself all necessary service
rooms and that do not connect
with other service room using
doors and windows. This does

include common stairs. However,
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Ceilings for rooms of Condominium

houses is considered as a
separate.

11. ‘Sales Person” means a technical
person who sales medicines or
medical devices in a legal way to
institutions on behalf of medicine

or medical device trader

12. “Authority” means the Ethiopian
Food and drug Authority.
13.“Person” means a natural or

juridical person.

14. Definitions provided under Article 2
of the Proclamation shall also be
applicable to this Directive.

15. Any expression in the masculine

gender shall also apply to the

feminine gender.

3. Scope

This directive shall

medicine and medical

be applicable to

device importer,

exporter and wholesaler.

Part Two:
Certificate of Competence

4. Issuance of Certificate of Competence

1.

Any person who wants to import,

export and wholesale medicine and

medical device shall first obtain

certificate from the

Authority

competence

When an importer, exporter and

wholesaler want an additional
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d)

warehouse, it shall fulfill the
requirements for store manager and
the information shall be written on
the original Certificate of
Competence. However, if exporter
and wholesaler wants a branch, it

shall fulfill all the requirements

Any person shall have only one
import but different branches of
wholsales at different sites of the

country.

Any person who wants certificate of

competence shall met the following

requirements:

i. Pay the appropriate service fee

i. As per the form priscribed by
the Authority, complete the
application and attached the

documents

following  original

online through electronic
regulatory information system
(https://www.ilicense.efda.gov.et);
Educational evidences of technical

manager and store manager

Employment agreement or contract

of technical and store manager

Working experience letter of the
technical manager and  store
manager from the employer that

describes his/her resignation

Proof of evidence if he/she had
worked as a technical manager and

store manager from health
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regulatory bodies

Professional license of the technical

and store manager

Passport size photo of the technical

manager

House rent contract or carta or
lease hold title certificate
authonicated by Document
Authentication and Registration

Agency.

Without prejudice to sub-article 3(ii)
of (g) of this article, for government
houses, supporting letter from this
organization will be acceptable.
Moreover, any agreement between
Religious houses and other entities
that have legal rights and grounds

to rent houses are acceptable.

If the applicant is Private Limited
Company  (PLC),

document and

establishment
administrative
regulation attested by Document

Authentication and Registration

Agency or authenticated
establishment document and
administrative regulation (the

document may be in one compiled
form) from Trade Beuros or any
concerned Government office
Taxpayer identification  numbers
(TIN)

For partially completed building,
provide authorization for use of the
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10.

building for service from responsible

body
If the application submitted via

electronic regulatory information
system (eRIS) does not fulfill the
requirements and retuned back for
the applicant for correction, he/she
can re-apply after correction.

If the application submitted fulfils the
requirements, the organization will be
inspected on-site by a team having
at least two appropriate inspectors.
The Authority will evaluate the dully
filled inspection checklist by
inspectors against the set
requirements.

Where the requirements have not
been met, the applicant shall be
decision in

informed about the

writings by inspection team or
inspection directorate as appropriate

Notwithstanding sub-Article (6) of this
Article, applicants who do not fulfill
notified

the requirements through

electronic regulatory information
system, two-round re-inspection may
be carried out after the appropriate
service fee payment.

Notwithstanding sub-Article (9) of this
Article, applicants who do not fulfill
the requirements after the conduct of
two round inspections, the submitted
application shall be rejected.

However, the application shall be
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11.

12.

13.

processed if the applicant rents a
new houses and apply as new.

The inspection reports prepared by
the inspectors shall be archived the
in electronic regulatory information
system (eRIS).

Once requirements are met, the
Authority shall issue certificate of
competence within five working days.
Without prejudice to sub-article (12)
of this article, in the event of
compelling circumstances, by
notifying the applicant the certificate
of competence may not be issued

within the stipulated tim

5. Content of the Certificate of

Competence

Any certificate of competence issued in

accordance with this directive shall have the

following information:

1.

Name and address of the
organization

Owner name of the organization
The organization’s technical
manager name and professional
license number

. The organization’s store manager

name and professional license
number

Type of organization

Type of service given by
organization

Type of products to export, import
and wholesale

Date of issue and expiry date of
the certificate competency

Signature of authorizerized person
who issued the certificate of
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6.

1.

competence and stamp of the
Authority

10. Certificate of competency number

11. Taxpayer identification = numbers
(TIN)

12. Detail condition and notice on the
license

13. Additional Warehouses information

Renewal of Certificate of Competence
Any person shall renew his/her

certificate of competence annually.

2. Without prejudice to sub-article (1) of

this article, if any force majours
supported by objective evidences,
the Certificate of competence may

be renewed.

3. To renew a certificate of

competence, the applicant can apply
for renewal starting three months

before expiry of the service period.

4. In accordance with sub-article (1) of

this  article, a  certificate  of
competence shall be renewed;

a. Upon submission of the last
three months of distribution, if
necessary and

b. Confirmation of payment of

required service fee

5. If the certificate of competence is

not renewed in accordance with sub-
article (1) of this article, the
certificate of competence shall be

considered cancelled.
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6. Where the Authority does not accept
renewal application request, it shall
notify the applicant by stating the
reasons in writings.

7. Change of address, ownership, technical
personnel, product type/service etype or
other change

1. No person shall change location,
ownership, technical personnel,
types of products/services change
of rooms, modification or partition of
rooms without prior permission of
the Authority.

2. Any person who wants to make a
change shall apply using electronic
regulatory information system

(https://www.ilicense.efda.gov.et).

3. Notwithstanding to sub-article (2) of
this article to make changes stated
in annex 3 the applicant shall fulfil
the requirements stipulated in
annex 3.

8. Replacement of Certificate of

Competence

Any person whose certificate of competence
has wrong information made by the
Authority or damaged or lost may request
replacement by fulfilling the following

information:

1. If the certificate of competence is
damaged, when the applicant returns it

and pay the the required service fee

2. If certificate of competence is lost or
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9.

10

1.

burnt, when the applicant has provided
proof of evidence from justice organ

and pay the required service fee

If wrong information is made on the
certificate of competence by the
Authority, when the applicat returns it

and pay the required service fee.

Displaying Certificate of Competence
Any person shall display the original
certificate of competence in the technical
manager office of the organization in a
conspicuous place where it can be easily
seen.

.Retumn of Certificate of Competence
Where any person wants to return the
certificate of competence granted by
the Authority due to different reasons,
it shall submit letter of declaration that
describes status of organization and
products available, previousely issued
certificate of competence and

application letter.

2. Without prejudice to sub-article (1) of

this article, any person shall return
when:-

a. Confirmed that products that are
expired or  damaged are
disposed

b. Confirmed that products decided
to recal are recalled

c. Confirmed that unsold or unused
products have been transferred

to another institution in
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AYaophto ANAT® PAm-PA:: within 15 days and by doing

appropriate inspection and the

same shall notify to concerned
5. eEhLh  SALaor AP SCEE Y '

bodies.
ANANANE ALAD-P N (1Y :
5. When the organization ceases its

U. PEhiR 2Ador AQANATE operation without knowledge of the

£aao-Fa technical manager and the Authority;

A MMAATr  RIR h0GALYE a) The technical manager shall notify
oA Loy 150 the Authority

MNPTG  Q9°4n  avlB T b) As appropriate, the Authority may

P AT verify information from Trade and

Industry, Revenue and Custom,

Newhé-T AT noe and conducting inspection

P18, NPT NG 07 activities and other necessary

CAPT  MEorem ARG verification activities, the authority
may revoke the certificate of
@OLbET LOCHA:  LUTTI® competence; and the same shall
A“7.avnn - AhAa- iform to concerned bodies.
Cam-PA 6. When the organization refused to give

release letter to the technical manager
6. LCE-E NNe APLA Athih DAdo-

while is in operation as per set
PaoptP e L.P2C (hPoomo- N

timeline, the Authority may accept the
12



1840 Aooamt  LPRE 0LPT
NANANT  ANLAL@T CU10L T Ne
(laoneA T PAaoo-Pa-7 TeE APOA
LAAN:: &CPHl: Pooth (e
?77.005 07 oy A0S 8L
ACPEPTT LONSA::

hea 7ot
NA 2o Y236 ANdAL INA-T

11. 04 +Roo-§ RO, VS

1.

PrE09I° Caw T PVNICGT vl P

7L LCHT 4.PS hram0T 9477

ok, PAP HC “ThSo? e1haha

Ure %ov-:

v. i «o8% (bF: mnC ovgien:
O 4277 hethe AJ750165
T AT $A0  helal-Pr0T
NI A h"Nw1E 0J- elb:

A, 70V5w@. Pl T Nhack
ALah A o o L9°
a5 Pt QU LY
LPUTT Adm.m- oA TICT
A5 PP AT AICE ToAse QAU
0J AL P10C: AT

. 1724 POl ATV ho-JCF
Phm, VT .70 NAh: aolért:
oV AT ATETINTCT IR U
a1 8 PA@- oo AQT::

2. NA7L N, o0t ATCe 0T AT

AL oe9°  AVNIT  ovAl e
ANoog), @L9° hhd-4-2 9477 “IPA
hALTAY°::

3. PHU AP0 00 AIPE (2

13

request of the technical manager after
through verification activities. If the
organization doesn't replace ontime
with a new technical manager, the
Authority  shall take  appropriate

administrative measures.

Part three

Organization status and required facilities

and equipment

11. Area of organization

1. any medicine and medical device
trade organization shall not engage
in other activities other than
enumerated in  certificate  of

competence ,and the organization

a) it shall be far from Public
toilets, stone crusher areas

,fueldepots, chemical
manufacturing and  store
industries, waste
accumulation and disposal
areas

b) it shall be established in
clean and avoid any
contamination or shall be
constructed in area which is
free from flood to ensure the
safety ,efficacy and quality of

medicines.

c) it shall have adequate
infrastructures at least
telecommunication, power

and water supply .and shall
have transport access.
2. In one self-contained area,

residenceand medicine and medical
device import, export and

wholesale shall not be allowed.
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3. Without prejudice sub-article (2) of
this article, building which is
constructed for multipurpose
(mixed), any medicine and medical
device import, export and
wholesale shall not be adjacent
with  residence. However, this
doesn’t consider the ceilings for
Condominum

4. any organization for medicine and
medical device shall be self-
contained and shall have

a) store
b) dispatch area
c) technical manger office

d) if the technical manager and
ownership is same as
appropriate administrative and

secretary office

e) Hand washingand toilet with

adequate water ,and

f) Independent storage area for
medicine and medical device
for expired, damaged, or owner
initiated recalled or retuned or

for market recalled products.

5. Any import ,export, and wholesale

organization store, administrative and
secretary office shall be within one

city and could be in different area
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6. Without prejudice sub-article (3) of this

article, the technical manager and

store shall not be separated in area.

. Any rooms construction for medicine

and medical device trade organization

a) the floor shall be constructed
with  stone, standard block or
standard materials which can
be used for construction of
floor and shall be easily
washable with water

b) As appropriate if ceiling is
required, the ceiling shall be
constructed at least with
chipboardor similar materials.

c) the floor shall be constructed
with cement or similar
materials

d) The room shall have adequate
lighting, necessary temperature
and relative humidity, adequate
air circulation and it shall not
have direct sunlight exposure,
and it shall have necessary
monitoring system.

e) if the organization is engaged
in import, export and
wholesale of narcotic and
psychotropicsubstances it shall
have lockable cabinet

fy the store shall have lockable
door and prevent from any

pest and rodents and shall
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have controlling system for

them
8. Based on import quantity or product
type any medicines and medical
device import, export and wholesale
organizaton may have one or
adjacent stores with a total area of

not less than 40m2.

9. the technical manager office shall
have adequate office furniture and

lockable cabinet

12. Necessary facilities and equipment

Any medicines and medical device
import, export and wholesale organization
to have standard administrative quality
shall have below equipment and

facilities:

1. if the organization has narcotic

and psychotropicmedicines

2. if the organization has
temperature sensitive products,it
shall have cold sore and
temperature monitoring
apparatus. If the cold sore has
temperature monitoring
apparatus connected with it, the
organization shall have
additional portable temperature

monitoring apparatus.

3. Any organization shall have
certificate of calibrationby

appropriate organization for



3. MIE @9 LCHT A0 MA@ hhA thermometer and hygrometer.
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4. if the medicine storage area has
high temperature ,additional air
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5. The organization shall have fire
extinguisher, lockable cabinet for
archival, dispatch table, stock

5. PANT ALY ohAhf ovvilf and bin card.

Al ReeN PP QA kAR
0% 1: ovlhh0. P mliM: O AT
.7 9CL AT Lo LNA::

6. The organization shall have dust
bin, sanitary materials like glove,
and mask.

6. CFNN TIne-PoLe: AOST AIANNT
Plm-A PR AT PhTST ChGETN
afidF Ao f ATl LA

7. QLY Rido 700 Wido (4) &0
VA AN T4 oLV -7

7. If the medicines are
administered in accordance with
this sub-article (4) of this article,

the organization shall have

alternative power supply

AT POLeN Wt oot (generator).

ORér PoTheoe ErétC AT Lo

LA

A et Part four
Profession in Medicine and Medical Trade
N 37T AT WIS o 16f 11L& LCPT Organization
7704 NAoo-¢

13. Educational preparedness professional
13. 04 QAov-Pa- CHI°UCH NIET

1. 7509 LCPFT 4P Mot
POLTA@ POLNTATT U2 RTLAA
A7 LUSTA:-

V. Con 31T PUNIGT avdlP I
e AL ATl (ERLh
DALY pojovl-, 0Aov- ¢
4CT00T VT AN QA AhA

1. Any organization shall fulfill below
requirements to have competency of

certificate

a. To engage in medicine and medical
device trade, the technical manager
shall be pharmacist and registered
by appropriate bodies and he/she

shall have three and above years’

17
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C.

work experience in related work.

To engaged in medical device
trade,the technical manager shall
have one of below listed
educational preparedness ,three and
above years’ work experience in
related work and shall be

registered by appropriate bodies.

i.  Pharmacist, biomedical
engineer or medical
equipment maintenance
engineer

ii. Medical laboratory technologist,

dental science professional,
ophthalmologist, or
radiographic technologies and
other related health
professionals
iii. As per article 1 of sub-article
(b, ii) cited professionals will
have certificate of
competencyfor only medical
devices which are related to
their professional

preparedness.

If the professional is not denied
due to not following the applicable
laws

If the professional is questioned to
perform the role and responsibility,
the authority may request
confirmatory information for mental
illness, disability, alcohol addiction,

Narcotic and psychotropic and
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other controlled substance
addictions

He/she shall provide work
experience from previous

organization
if he/she has competency of
certificate on his/her name, it shall

be retuned

. Any organization to engage in

medicine and medical device trade
shall have warehouse manager
professionals who have at least two
years of experience as druggist or
zero years’ experience for
pharmacist and shall be registered

by appropriate body.

. Any organization to engage in

medical device trade shall have at
least zero years’
experienceinpharmacist, biomedical
engineering or medical equipment
maintenance engineer
professionalfor warehouse manager
and shall be registered by
appropriate body.

Medical laboratory  technologist,
dental science professional,
ophthalmology, or radiographic
technologist and other related
professionals can be warehouse
manager with zero years of
experience for only importers and
distributors of medical device

related to their  professional
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preparedness.

j- without prejudice to article 1 of sub-
article (h and 1), for any
organization who wants to engage
in medical device trade shall have
at least two vyears’ experience
professional such as equipment
maintenance technician, medical
laboratory technician ,radiographic
technician, ophthalmology technician
or dental science diploma and
other related professionals and
registered by appropriate body and
the related professionals shall bring
appropriate  evidences from the

responsible organ

Any organizations shall not have any
sale workers except degree or diploma

professional level cited in article 1.

Any technical manager or warehouse
manager at the same time shall not
work with two or more importers and

distributers.

14. Organization and Professional Role and

1.

Responsibility

Any professional who works in medicine
and medical device trade organization
and organization itself shall comply with

below listed role and responsibilities.
Organization responsibilities

a. Implement organization quality

assurance system and follow the
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implementation of it.

Implement the published national
directives and guidelines and ensure

the implementation of it.

has responsibilty to look at the
professional  registration certificate,
work experience and control the code

of conduct

. shall give notice for the authority in

written form when the technical
manager and warehouse manager left

the organization

. shall notify the sales and purchase

invoices (template) for the authority

Shall comply with any national
regulations and laws for medicine
and medical device import and export

implemented.

2. Technical Manger Responsibilities

a. He /she shall perform the
responsibilities autonomously. But
in his/her absence she/he can
delegate professional in written
form who fulfill minimum
requirements to get competency
of certificate for not more than
four months within year. This
information shall be notified to the
authority. But if the delegation is
due to illness, the delegation will

be as per labour proclamation.

b. He/she shall have all information
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for delegated personnel.

Shall monitor any service-related

information’s anddocuments.

. shall prepare job description (role

and responsibilities) of all

professions within the organization

. shall give training for professionals

about safety ,efficacy and quality
or performance of medicine and

medical devices

shall controlled the organization
in-stock and out-of-stock
distribution ,sales , and all supply
management system of medicine
and medical devices and shall
control the safety ,efficacy and
quality or performance of medicine

and medical devices.

. Shall comply and implement any

national directives and
guidelines(Good Storage practice,
Good Distribution practice, Good
Documentation Practice ,
professional  requirements  and
design and other layout

requirements)

. shall follow the warehouse

regulateprocedure is implemented

Shall notify and aware for janitor
of warehouse and shelves about
risk associated and their personal

protective equipment.
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j- shall assure that narcotic and
psychotropic medicines cabinet is

lockable, and the key is within

technical manager

k. Shall ensure that unfit medicines
and medical device are properly

disposed as per the available

directive.

. If he/she suspected medicine and

medical devices have safety,

efficacy and quality

performance issue ornoticed that
others irrelevant regulations are

implemented. He/she shall notice

the authority.

m. If any medicine and medical

devices adverse reaction

quality defects are observed or

have information on it, he/she

shall immediately  notify

authority.

n. shall wear appropriate dress and

shall maintain personal hygiene

0. shall have personal identity badge

to reflect his/her name

professional ,work position

p. If she/he has planned to leave

the organization, she/he

notify the authority before one

month and shall return

certificate of competency.

3. Warehouse Manager Responsibility
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a.

He /she shall perform the
responsibilities autonomously.But
in his/her absence she/he can
delegate professional in written
form  that  fulfills  minimum
requirements for not more than

four months within year.

He/she shall have all information

for delegated professional

shall monitor any service-related

information’s and documents

Shall control the organization in-
stock and out-of-stock
distribution, sales of medicine
and medical devices and shall
control the safety, efficacy and
quality or performance  of

medicine and medical devices.

Shall comply with any national
regulations and laws

Shall ensure that unfit medicines
and medical device are properly
segregated and disposed as per
the available directive.

If he/she suspected medicine
and medical devices have
safety, efficacy and quality or
performance issue or others
irrelevant regulations are
implemented. He/she shall notice
the authority.
Shall ensure absence of

eating ,drinking ,smoking or
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other  non-hygienic  activities
within the warehouse
i. shall wear appropriate dress and

shall maintain personal hygiene

j- shall have personal identity

badge to reflect his/her name
,Jprofessional ,work position

k. If she/he has planned to leave
the organization, she/he shall
notify the authority before one
month and shall return the

certificate of competency.

4. Other professionals within the

organization

a. shall work out as per the

responsibility given by organization

. shall be competent enough with

current information ,training and

competency assessment

Shall ensure absence of eating
,drinking ,smoking or other non-
hygienic activities within the

warehouse

. shall wear appropriate dress and

shall maintain personal hygiene

If any medicine and medical
devices adverse reaction and
quality defects are observed or
have information on it, he/she shall

immediately notify the authority.

shall implement the organization

in-stock and out-of-stock distribution
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,sales , and generally

supply
management system of medicine

and medical devices

. shall have personal identity badge

to reflect his/her name, professional,

work position

If he/she has notice that irrelevant
regulations not related to the
services are implemented. He/she

shall notice the authority.

Part Five
Import and Export

15. Importation of medicine or medical
device

1.

Import of any medicine or medical
device into the country shall be
through the ports of entry that fulfill
the requirements.

Any person shall not import medicine
or medical device into the country
without getting import permit from the
authority.

device

Any medicine or medical

imported into the country shall be
registered by the Authority

Any imported medicine or medical
device shall come with the same
information that was submitted during
registration period

Without prejudice to the sub articles
(3) and (4) of this

authority may

article, the

permit  import  of
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10.

unregistered medicine or medical
device under compelling conditions.

Any person importing  Narcotic
medicines or Psychotropic medicines,

or precursor chemical shall get

special import permit from the
authority.

All  information and labels of
medicines and medical devices

imported by any person shall be
written in Amharic or English or both
languages.

If the medicines to be imported are
those listed in the essential
medicines list or the medicine is to
be widely distributed to different parts
of the country, the importer shall
provide patient insert written in
English and Amhariclanguage. On the
hand, if the

intended

other medicine is

to be distributed in a
specific region, the labels shall be
written in  English and working
language of the region.

Importation of medicines or medical
device, by any person, for donation
shall be in accordance  with
procedures of the donation directive.
Any person importing un-registered
medical device to the country for
short- time education , training, or
exhibition purposes shall  provide
supporting letter and the duration of

the events from the training center,
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education institution, or the exhibition
organizer and commitment that the
medical device shall be returned back
to the countryof origin up on

completion of the intended mission.

16. Clearance at the port of entry

1. Any person importing medicine
and medical devices shall submit
the following documents for the
imported items port clearance and
also the authority's inspectors may
verify registration certificate
and import permit or pre-import
permit certificates of
medication or medical device from
the electronic regulatory

information system

(www.eris.efda.gov.et)

a. Original or copy of the Batch
analysis certificate for each

medicine or medical device

b. Original or copy of the
Certificate of Origin

c. Packing List
d. Bill of Loading or Airway Bill
e. Commercial Invoice; and

f. Pre- import
permit certificate and registrat

ion certificate
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substances or precursor

chemicals into the country shall:

a. submit  the documents listed
in sub-article (1) of Article 17
of this directive:

b. submit
Special entry permit issued by
the Authority

c. ensure that the medicine is
transported only by
airtransport in a separate
enclosure; and may not be

shipped with other products,
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packaging materials shall be permitted
only whenthe quantities or volumes are
not suspicious for a quantity or a
commercial

volume meant for

purposes. Under such circumstances
the authority shall have satisfactory
reason for the prohibition of

importation such doubtful quantities.

19. Importing medical device accessories
and spare parts

1.

Any importer who has certificate
of competence granted by the
authority may import ~medical
device accessories &spare parts
after getting import permit from
the authority.

Any who has

importer import

permit may import  medical
devices accessories and spare
parts even if the medical device's
registration certificate validity is
expired.

Any

personwho is  importing

medical device accessories and

spare parts shall submit the

following documents:

a. Original or copy of the

Certificate of Origin;
b. Packing List.

c. Bill of Loading or Airway
Bill; and

d. Commercial Invoice
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20. Pre -import permit

1. Any person who intends to import

unregistered medicine or
unregistered medical devices shall
get pre-import permit from the

authority.

2. Import permit granted for any
registered medicine or medical
device will remain valid unless
the registration certificate of the

product is expired.

3. Import permit  granted for
unregistered medicine or medical
device shall be invalid after one
year, from the date of permission,
unless extended by the authority

under special circumstances.

4. The validity period of Narcotic
drugs, Psychotropic substances or
precursor chemicals special

import permit shall be only for 90

days.

21. Content of batch analysis certificate
1. The certificate of origin required
in accordance witharticle 17 sub-
article (1) of this directive shall at

least contain:

a. The exporter's name
and address and the
medicine or medical devic
e manufacturing country’s

name
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b. Mode of transport

c. Medicine or medical device
type and

detailed description

d. Name andsignature of

issuing official; and

e. Issue date and Company's
seal/ Company's headed

letter

22. Information on/ Contents of Packing list
1. Packing list required in accordance
with Aricle 17 sub- article (1) of

this directive shall least contain

below detailed information:

a. List of medicines or

medical devices

b. quantity or size of the

Medicine or medical device

c. As appropriate, Batch

Number

d. As appropriate, expiry date;

and

e. The medicine’s or medical
device's shipping

box/carton number

23. Medicines and medical devices packaging
and labelling

1. Anymedicine sprimary  packaging

and secondary package label

shall be written in English or
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Ambharic; be clear, easily
readable and permanent ink, and
must contain at least the
following information-

a. Generic name:

b. Strength, quantity, or size.

c. Batch number

d. expiry date.

e. Name and full address of
the manufacturer, Except
for ampoule primary
packaging,

f. At least on the secondary
packaging, handling
procedure and precautions

g. If it is for clinical trial,
for clinical trial Only "
and

h. If it is a medical sample,
“Not for sale free
medical sample”;

2. Any medical device's primary
packaging and secondary
package label shall be written in
English or Amharic; be clear,
easily readable andpermanent
ink, andmustcontain at least the

following information:

a. Name of medical device

b. model number, serial, or

batch number

c. Name and full address the

manufacturer
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3.

d. As appropriate, the name
and full address of license
holder

e. Date of manufacture
f. As appropriate, Expiry date

g. As appropriate, handling
procedure and

precautionary notes

h. For sterile medical devices,
the term  “sterile” and

method of sterilization

i. If the medical device is for
clinical trial, “For clinical

trial only”

If direct printing on the medical
device is not convenient or the
device is too small, information
listed in  sub- article (2) of this
article may be printed on

packaging or information insert.

Any pharmaceutical raw raw
material, as appropriate
packaging materials label ,shall
be written in English or Amharic
in a clear , easily readable and
permanent ink and at least shall

contain:

a. Name;
b. Quantity or Size;
c. ldentification code/ batch

number:
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d. Expiry date;
e. Name and full address of
the manufacturer; and
f. Handling and
precautionary notes
Radio pharmaceuticals shall be
packaged in a specially designed

packaging material meant for this

purpose
. Any patient information
leafletinserted in the

pharmaceuticals packaging or
container shall at least hold the
following information:
a. Generic name ;
b. Therapeutic category of the
medicine;
c. pharmacological activity;
d. Indication, dosage form and
direction for use;
e. Pharmacodynamic
properties of the drug;
f. Pharmacokinetic properties
of the drug;
g. Contraindications &
precautions;
h. drug interaction.
i. the manufacturer ’s name
and address;
j- Side effects; and

k. Handling and storage
conditions.
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24 Expiry date of medicine and medical
equipment
1. Any Medicine or medical device
shall have the following remining
expiry dates at the time of arrival,
at the ports of entry:

a. 30 months remaining, if its
assigned expiry date is
more than 48 months to 60
months, or
b. 24 months remaining, if its
assignedexpiry date is
more than 36 months to 48
months, the remaining term
is 24 months; or
c. 15 months remaining, if its
assignedexpiry date is
more than 24 months to 36
months, or
d. 12 months remaining, if its
assignedexpiry date is 24
months or less
2. The expiry date shown on the
labels of any medicine or medical
device shall at least indicate the
specific month and year of expiry.
3. Without prejudice to the sub-
article (1) of this article, the
authority may, as appropriate,
permit the import of medicines,
regardless of the remining expiry
period,in view of the urgency of
the necessity and duration of
consumption of imported quantity
of the medicines.
25.Medicines and / or Medical device

Export
Any organization may export Medicines
and medical devices only if:

1. Medicines and medical devices

are approved by the authority; or
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3. the

as appropriate, if the importing
country do not require authority's
approval and exported in
accordance with the requirements
of the recipient country. Any

imported products shall not be

exported.
2. The organization is a
manufacturer registered by the

authority or legally authorized
agent (representative), and ;

organization get special
permit from the authority to
export narcotic or psychotropic

medicines.

Part Six
Procurement, Storage, and

handling conditions

26. Procurement and Sell

1.

A medicine or medical device sold
or distributed by anypharmaceutical
and medical device importer or
shall  be

legal

wholesaler supplied

through commercial and

supply chain.

Any person shall not buy medicine
or medical devices from or sell to
an unauthorised or not licenced
organizaton who do not have
certificate of competency or above
the standard.

Any person may sell or buy only
medicines that are registered or
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authorized by the authority.

. Any importer or distributor shall sell

medicine or medical device only to
purchasers who submits diligently

filled purchase requests in person.

. Without prejudice to sub- article (4)

of this article, when the procurer
can't submit the request in person,
he/she may submit the medicine or
medical device purchase request by
letter, Fax, or email. Under such
circumstances the seller shall record
the request in a “purchase request
form” get it signed by the technical
manager and stamped by
purchasing company seal and
deliver the medicine or medical
device to the client.

Medicines or medical devices sold
in accordance with sub-article (4)
of this article shall be accompanied
by buyers request, information
copied to the “purchase request
form” from the buyers request;
sales invoice and delivery note
(form).

Information contained in the
documents shipped with the sold
medicine or medical device in
accordance with sub- article (6) of
this article shall be similar to the
information on the medicine or
medical device.

. Online/internet sell of Medicine and

Medical Device is prohibited.
Mobile Sell of Medicines or Medical
Device is prohibited.
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10.

11.

12.

13.

14.

15.

Any drug or medical device
importer or distributor must issue
sales receipt (invoice) for all sold
products. The buyer must retain the
receipt (invoice).

In any case, if the sales or
purchase receipt of medicines and
medical devices are not retained,
the authority will be obliged to
investigate the case and take
appropriate action both on the
company and the product.

If legal receipts or invoices are not
found at the time of inspection and
the company claims that it can
provide the legal receipt, it shall
sign assurance document to
provide the invoice with in the
agreed time frame and the authority
will  verify authenticity of the
submitted invoice.

Any health institution that intends to
purchase medicines or medical
devices shall verify that the seller
company has valid cerificate of
competency.

Retail price rate posted on any
medicine  label shall be in
accordance  with  the directive
developed for the same purpose.

Any drug label shall contain a
barcode; the detailed execution
procedure of this requirement will
be in accordance with the directive
developed for the same purpose.
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27. Storage, handling, and transportation

Storage and handling conditions by any

medicine or

firm:

1.

medical device business

The firm shall ensure that all
medicines that need special storage
conditions are kept under
appropriate cold chain in an area
specifically  dedicated for this
purpose until inspection is complete
and port clearance is issued.

The firm shall always ensure that
no physical and chemical damages
occur

during storage and

transportation.

Medicines shall not be packaged
with, loaded with, and transported

with other commodities that bring

negative impacts on the quality,
safety and efficacy under no
circumstances.

Firms shall comply with the
Authority s requirements for

storage and handling conditions

The temperature of medicines that
require special cold chain shall be
with  an

monitored appropriate

measuring devices (Thermometer)
during storage and transportation.

Medicines or medical devices with
Inflammable and volatile nature
shall be stored in a separate area

or room.
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7.

10.

Medicines or medical devices in
liquid forms shall be stored on the
bottom layers of shelves; and

Any damaged or expired medicine
or medical devices or that can't be
used for any reason shall be stored
in sperate

room, be quantified,

records be maintained and
appropriately labelled until properly
disposed after notifying the
authority.

The authority may, as appropriate,
require medicine or medical device
transportation  related information
such as records of data logger.
Medicens may be transported by
third

However,

bodies transporting  firms.

there shall be an
appropriate agreement between the
transporting firm and the seller or
time  the

buyer. As same

transporting  firm  shall  present

evidences of establishements for

such purposes.

28. Free sample of medicine and medical

device

1.

Any Medicine and medical device
importer and wholesaler may not

distribute free samples of

medicines or medical devices

unless the medicine or medical
device is registered and granted
marketing  authorization by the

authority; or it is reviewed and
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2. Selling free samples is prohibited.
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contain “Not for sale” or “free
sample” description or text written
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4. SChERST ALPTCTR oA

4. Narcotic and psychotropic medicines
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7. Any label on the free sample shall
be clear, easily readable and
everlasting; and it must contain
scientific and trade name, strength,
contents, quantitative data, batch
number, manufacturers name and
country, expiry date, and handling
conditions written in English or
Ambharic or both.
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batch analysis certificate of
each medicine and medical
device, receipt /invoice stamped
with the procurers seal &
signed by technical manager,
purchase request, purchase and
sale invoice for all distributed

medicines and medical devices

. Shall maintain Valid copy of

certificate of competency of the
seller or buyer agency

Shall maintain Storage
monitoring forms, Stock cards,
bin cards, Invoices, Receipts,
Seal and prepare, daily sales
records and properly keep such
detailed information.

Must give a receipt to the

buyer and retain its copy

. Shall keep Narcotic and

psychotropic medicines
purchase and sale documents
in under lock and key box.
Shall keep and implement
regulations and relevant
information issued and enforced
by the authority.

Must retain records of imported,
distributed, stored and as well
as exported narcotic and
psychotropic  medicines  and
report the same to the authority

every three months.

h. Shall retain disposal certificates
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of medicines or medical devices
disposed due to expiry,
damage or other satisfactory of
reasons,

Shall retain records of or
documents containing crucial
information about sold
medicines or medical device at
least one year after the expiry
dates of the products and notify
the authority before disposal of
such obsolete documents

Any importer shall immediately
notify the authority regarding
any damaged or suspicious
medicine or medical device it
has imported and distributed,
and it shall be accountable for
recalling damaged  products
from the market.

Shall immediately notify the
authority of any confirmed or
doubtful adverse events or
quality defects reported on
Medicine or medical device;
shall retain records and, as
appropriate, report to the
authority.

Shall properly prepare and
retain detailed information
pertaining to stock monitoring
forms, stock cards, bin cards,
invoices, receipts, seal and

other relevant documents in a
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5.

paper copy or electronically.

. Without prejudice to sub article (1)

(j) of this article, documents whose
case is still in progress, and
documents under suspension due to
court case may remain on hold
until the issues or cases are

resolved.

. Without prejudice to sub article (1)

(j) of this article, any financial
records and documents shall be
kept based on the legal

requirements of the country

. Any Medicine invoice shall contain

the following information:

o The generic name of
the medicine
e The trade name of the medicine
e Batch number
e Quantity, strength,
and dosage form
o Manufacturer Name
o Expiry date
e Overall quantity
e Unit of measurement
e« Name and Signature of
Technical Manager
o Date of sale
e Buyer’s name and address
o Buyer’s signature and seal

As necessary, any importer may
preserve retention samples of risky
medicines in a quantity sufficient to
carry out at least one-round full

parameters tests.
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2. Without prejudice to

Part Seven

Administrative Measures

30. General

1. The Authority shall take administrative
measures on any person who violet
the terms and conditions of this
directive as per Proclamation no.
1112/2011 and

Measures and Grievance Handling

Administrative

Directive.

sub-article (1)
of this article, any person who found
to be violation this directive, the
Authority shall take the following

measures:

31. Waming letter

1. If the violation committed by any
institution is not lead to suspension
or cancelation of the issued certificate
of competencies, as appropriate, the
Authority shall issue written warning

letter.

2. If institution is fail take the corrective

action for violation indicated in the
warning letter, the Authority shall take
other appropriate administrative

measures.

32. Suspension of certificate of Competency

1. The Authority shall suspend the
certificate of competency for two to six
months on any institutions who found to
be commit violation in one of the

following reasons:
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. The institution create obstacle for

Authority inspectors during the
conduct the inspection activities; this
include not able to sign consent form,
failure to notify the working hours of
the institution, not cooperate with the
Authority inspectors during
inspection and  others  similar

violations.

. The institution have received warning

letters twice or more and found to be
failure to take corrective actions for
identified violations or new violations
identified.

. The institution have certificate of

competency and found to be
dispensing  or  distributing  of
medicines and medical devices above

the standard.

. Participate  in  import,  export,

distribute or dispense of medicine
and medical devices in the absence of
technical manager or  proper

delegation of the technical manager.

. Participate in mobile sale

. Use of professionals which has

mental health or physical disability,
drug  addicted, narcotic  and
psychotropic drug or other compound

+use which cause mental health.

. Selling to individual user without

license from the Authority.

. The institution implement changes
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such as those changes indicated in
Annex 3 of this directive without

approval from the Authority.

i. Allowing professional who does not

have professional license to practice

in the institution.

J. Selling with receipt which does not

have the seal and signature of buyer.

. Engage in un authorize practice or

holding un authorize products in the

facility.

. Selling or distributing or imposing to

sale medicines and medical device in
violation with allowable chain of

commercial transaction.

.Not holding retention samples of the

imported and sold products as per
requirements of the Authority and

proper storage condition.

. Fail to notify samples of receipt and

invoice used by the institution.

. Selling of products without written or

fax or email orders.

. Store products in un authorized

facilities

. Not follow good storage and

distribution practices during storage
and distribution of medicines and

medical devices in the facility.

Fail to follow records keeping and
reporting  requirements of the
Authority.
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s. Fail to segregate record and report to
the Authority of expired medicines

and medical devices.

t. The terms and conditions of
certificate competency were not
maintain  during post licensing

inspection.

u. Measuring devices used in the facility

were found to be not calibrated.

v. Fail to notify the authority on
template of invoice used to sell and

buy products.

w. The invoice used to sell product
found to be not hold necessary
information such as batch number

and others similar information.

2. The Authority shall suspend the

certificate of competency for seven to
one year on any institutions who
found to be commit a violation in one
of the following reasons:

a. Impedes the work of
inspectors during inspection or
during dispersment of
inspectors  for inspection, or
removing or hiding of products
during the inspection or other
similar violations.

b. Fail maintain the temperature
of medicines and medical
devices that require cold
chain.

c. Sale or made available to sale
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free medical samples of

Narcotic medicines.

. Sale or made available to sale

free medical samples.

Fail to recall or unwilling to
recall products or fail to
properly store recall products
with  suspect or confirmed
quality defect.

Supply (or sell) products from
(to) institution that does not
have certificate of competency
or suspend or revoke
certificate of competency.

Buy medicines or medical
devices from local
manufacturer that does not
have valid license to
manufacture such products.
Found holding other products
against the license issued or
store medical devices which
lead risk of damage or
dysfunction;

Store medicines or medical
devices outside of  the
specified standards and at risk
of damage;

engage in any act which
constitutes a  violation in
accordance with other
necessary and justifiable
reasons which affect public

health and believe by the top
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3.

4.

management of the Authority.

The Authority shall suspend the

certificate of competency on the basis
of suspension business license of the
concerned

institution by other

government body, until reversal of

such suspension is sought by the
concerned government body.

The Authority shall notify the
institution in written on action taken

by the Authority and reasons thereof.

33. Revocation of a License

1.

The Authority shall revoke the
certificate of competency on any
institutions  who found to be
violation for one of the following
reasons:
a. Possess or hold to sale or sale
or distribute medicines and
medical devices which are not
registered or do not have
marketing authorization,
adulterated, or spurious,

falsified, counterfeit, unknown

source, do not have invoice,
unlabelled or falsely-labeled.

b. Commit violations indicated in
article 34 twice and more than
twice.

c. Obtained its certificate  of

competence through fraudulent

false

acts or by submitting

documents.
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d. Found to transfer the certificate
of competency issued to other
third party.

e. Continue in doing its business
while the certificate of

competency is suspended.

f. Participate in medicines or
medical devices repacking, re-
labeling or sale with affixing
other labeling information
without getting permission from
the Authority.

g. Fails to collect or discontinue
selling or distributing medicines
and medical devices having a
quality  defect, expired or

recalled products.

h. engages in any act which
constitutes a  violation in
accordance with other
necessary and justifiable
reasons which affect public
health and believe by the top

management of the Authority.

2. Once the certificate of competency
is revoked as per sub-article one of
this article, the institution shall not
participate in this business using
certificate competency of other

professional and institution.
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4. The Authority believes that the
service provided has imposed public
health risk or may imposed sudden
public health problems

In such cases, the certificate of

competency shall be returned to the

Authority within two days.

36.Transfer of Medicine and medical
devices

Any institution who terminate his
business by its own, suspended or
revoked certificate of competency shall
sell or distribute or disposed the
useable medicines or medical devices to
other institution with valid certificate of
competency after getting permission

from the Authority.

37. Compliant Handling
Any person who has compliant related
to issuance, renewal suspension or

revocation of certificate of competency

or other administrative measures taken
by the Authority

compliant handling body of the Authority

shall appeal to

within one month.

Part Eight
Miscellaneous
38. Information sharing
1. The Authority may notify the public
when there is misconduct by the
institutions, confirmed complaints or
on issues that put the public at
risk using any of  public

communication methods.
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oldl:  PINLNTRTALNNTT  @L9° notify the public on institutions that
4eaLn PPl LCETT  (rovabrl are pending or cancel or not
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39. Notifying working Hours

39.¢0¢ A% T Ao P
Any medicines and/or medical devices

I @09 L&Dl AGT/@L fUT importers or wholesalers shall notify

o P hhaveh, ®L9° Ahg4L CCET working hours of the institutions to the

NPT 1M QLN 0T Pl NYT Authority when the certificate  of

ANANAME “A@F  AAT:: (0e ART competency issued to the institution and
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40. lavavg e NAATNAE 1AET hours.

40. Affairs not addressed in the directive
On Aricles that fall under the Authority

NVANANT PRPPC 74471 OC LA AG
(Y wvanle AC AT R807T7

mandate and not address on this
Nyaovpti--  QAONANT A7L2A000 A LFP

directive, the Authority shall address on

LOTTV9AN
case by case basis.
41. 04 AIANCT+ NG P 41. Service Fee
Mg ConDLT L9 eUheeS Any medicine and/or medical device
aIN1P @LI° avOs e LCET NPT importers or wholesalers (or distributors)
1R PONC obd T Ao who seek a new or renewed or
ATIALN: 9N ATIVTT AT AP Lan LPL: replacement of certificate of competency
RIENNT A0 PA@T  PAIAINT and pre-licensing inspection shall pay
NeL2T AMAAANL avd A9° LTCNIA:: appropriate service fee to the Authority.
42. 0145 +4I7L1 T e Fa, VT 42.In applicable laws
1. Pam@YLITG  PhI°G o lA1e  avdle 1. Medicines and medical equipment
Adaovgn: B9 hhd4-L: Al LPPC importer and wholesalers, exporter
mwav e  (RPC 10/2005  (10ANAM control directive No. 10/2005 given by
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av’ i\ P av ¢ P hQaogh Bgea
hh44-2: A, RPPC avavl P ReC
350/2013 %1V “Li0kEC P-Hame- (0D
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. RUTT  avavlf PN YL T @”

aavl LI ACHAC LA40 oL
PAWLC AL (IHY  ovans @ @07
g-raopbl: 14017 N°avpaht 142971
heSlm9°::

the Authority or Medicines and
medical equipment importer and
wholesalers, exporter control directive
No. 350/2013 given by the ministry of
justice is here by repealed by this

directive.

2. Any working procedure or customary

practice which is inconsistent with
this directive shall not be applicable
with  respect to those matters

provided for in this directive.

43. avavl P POLASOT LN
LV avavl @ Jvan 30 7 2013 E9oC
T6.27 LUPTA::

44. Effective date

This directive shall enter into force on

PP 22 $7 2014 .97
277 100
PAAPXE oM AT &7 AA»AMT
PT ALohtC
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the date of 08 January, 2021.
October 22, 2021
Heran Gerba
Director General
Ethiopian Food and Drug Authority
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Ethiopian Food and Drug Authority

Annex |
Application form for obtaining Certificate of Competence of a Medicine and
Medical Devices Establishment

l.
2.

Applicant Name

Address of the Applicant
Region Zone Woreda City/Town

Sub-city Kebele House Number

Type of Medicine and Medical Devices Establishment to be established
a. Medicine and Medical Devices importer [_]
b. Medicine and Medical Deviceswholesaler [ ]

Medical Devices wholesaler [_]

o

d. Medical Devices exporter ]
Products to be imported or wholesaled

a. Medicine and Medical Devices [

b. Medical Deviceswholesaler [ ]

c. Others, specify

Owner of Medicine and Medical Devices Establishment
a. Private[ |
b. PLC []
c. Share company [ |(Attach documents)
Address of the medicine and medical device establishment to be established

Region Zone Woreda City/Town
Sub-city Kebele House Number

Responsibility of the applicant in the establishment
a. Owner
b. Owner and professional
c. Technical Manager

Details of Technical Manager
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o @

o

Full name

Professional status

Professional Registration number

Registration from the authority

(attach employment contract if professional is employed)

9. Details of Assistant Technical Manager/ Store man

a.
b.
C.
d.

Full name

Professional status

Professional Registration number

Registration from the authority

(attach employment contract if professional is employed)

10. Facilities of the establishment

a.
b.
c.

d.

-0

g.

Availability of water supply ~ Yes|[ ] No [ ]

Availability electric power supply  Yes [ ] No [ ]

Convenience for Transportation Services  Yes [ | No [ ]

Availability of Telephone services  Yes|[ ] No []

Availability of postal services  Yes[ ] No [ ]

Convenience of the dispatch for trade of Medicine and Medical devices
Yes [ ] No [ ]

Availability of e-mail address  Yes[_] No [ ]

I |. Premisesof the establishment

a.

b.

-~ 0o o o

> o

Area of the dispatch room |:|

Area of the storeroom/ warehouse I:'

Availability of sufficient shelves in the warehouse Yes [ ] No [ ]
Availability of sufficient table in the dispatch room Yes[ ] No []
Availability of sufficient table in the dispatch room Yes[ ] No []
Availability of fire extinguisher Yes [ ] No [ ]

Availability of table and chair for clerical works Yes[ ] No [ ]
Availability of Coat hanger  Yes [ ] No []

Awvailability of lockable cabinet for keeping Psychotropic drugs

Yes[ ] No [ ]

Availability of toilet with water supply and hand washing/sink
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Yes [ ] No [ ]
k. The premises is protected from flood Yes|[ | No []
. The premises is free from dirt/waste Yes [ ] No [ ]
m. Availability of solid waste disposal facility Yes || No []

12. | certify that the information | have listed above is correct

Name

Signature Date
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Ethiopian Food and Drug Authority
Annex 2
Inspection Checklist for compliance of requirements and standards ofacquiring
Certificate of Competence for a Medicine and Medical Devices Establishment
applicants.
I. Applicant Name and type

2. Address of the Applicant

Region Zone Woreda House Number
Tel. No P.O.Box Mobile No Fax
No e-mail

Owner’s Name

4. License holder’s details

a. Full name

b. Professional status Year of services and experience

c. Professional Registration number

5. Technical Assistant details

a. Full name

b. Professional status Year of services and experience

c. Professional Registration number

6. Type of products for import and wholesale distribution
a. Medicine and Medical Devices [
b. Medical Devices| ]

c. Other, please specify

7. Facilities of the establishment
a. Availability of water supply ~ Yes|[ ] No [ ]
b. Auvailability electric power supply ~ Yes[ ] No [ ]

c. Convenience for Transportation Services  Yes[ | No [ ]
d. Awvailability of Telephone services  Yes[ ] No []
e. Awvailability of postal services ~ Yes [ ] No [ ]
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f. Convenience of the dispatch for trade of Medicine and Medical devices
Yes [ ] No [ ]
g. Auvailability of e-mail address ~ Yes [ ] No []
h. Availability of toilet with water facility/ sink ~ Yes [ ] No []
8. Premisesof the medicine and medical devices establishment

|. storeroom/ warehouse
a. Area and quantity of the storerooms/ warehouse |:|

b. Quantity of shelves and pallets I_l
c. Presence of Refrigerator with thermometer ~ Yes [ | No [ ]
d. Awvailability of thermohydrometer in the warehouse Yes|[ ] No [ ]

e. Availability of lockable cabinet for keeping Psychotropic drugs

Yes [ ] No [ ]
f. Other, please specify

2. Dispatch room
a. Auvailability of sufficient table  Yes [_] No [ ]

b. Availability of packing tools  Yes [ | No []

3. Office of the technical manager
a. Auvailability of table, chair and computer Yes [ | No [ ]

b. Awvailability of lockable cabinet for keeping different documents
Yes[ ] No [ ]

4. Different Administrative offices

Yes[ ] No [ ]
a. Availability of toilet with water supply and hand washing/sink
Yes [ ] No [ ]
b. The premises is in confined in a single building Yes[ | No []
9. Construction and design of the facility

a. Explain the condition of the floor of the different rooms

b. Explain the condition of the make of the wall and other condition
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c. Rooms are supplied with ceilings  Yes [ ] No [ ]
d. Comply for sufficient light and air circulation Yes[ ] No []
e. Sufficient height for protecting from flood  Yes[ ] No []
10. Rooms are protected from dust, different insects and convenient for cleaning

Yes[ ] No [ ]

I'1. Other conditions to be explained about the establishment

I2. We conducted the necessary inspection of the facility on (Date)
EC at (time) and confirm that it comply/ not comply, hence support/not
support the issuance of certificate of competence.

Inspectors Name Profession Signature Date

l.
2.
3.

| 3. Remark by the team leader

Full Name

Signature

Date

14. Decision of the head

Full Name

Signature

Date
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Ethiopian Food and Drug Authority

PAIPRS PANC MESLH NhIUBMT

Annex 3

Conditions necessary for change of address, ownership, professional, product

typel/service sector or other related changes

S. No | Type of change

Necessary requirements to execute

Remark about

the change inspection
I. | Change of e Contract agreement or ownership | Inspection is
Address/location certificate required

e Payment of service fee
e Oiriginal Certificate competence
e Photograph of the technical

manager

2. | Change of Technical

Manager

e Employment agreement

e Education certificates

e Experience

e Professional license/registration
e Payment of service fee

e Oiriginal Certificate competence
e Photograph of the technical

manager

Only document

review

3. | Change of Storeman
/ warehouse

manager

e Employment agreement

e Education certificates

e Experience

e Professional license/registration
e Payment of service fee

e Original Certificate competence

Only document

review
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Change of name of

the establishment

Trade registrationlicense
Payment of service fee

Original Certificate competence

Only document

review

Change of owner

Article /Memorandum of
establishment
Payment of service fee

Orriginal Certificate competence

Only document

review

Change of product

Orriginal Certificate competence

Only document

type/change of Payment of service fee review
service type Documents required for change of

professional
Modification of Payment of service fee Inspection is
premises Original Certificate competence required
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