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WHEREAS, it is necessary to ensure the
safety, quality, efficacy of active
pharmaceutical ingredient and input during
their importation, storage, distribution,

transportation, and handling;
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WHEREAS, it is necessary to regulate the
importation, distribution, storage, and
handling of active pharmaceutical
ingredients and inputs to maintain their
integrity and prevent potential risks to

public health;
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WHEREAS, it is necessary improve access
to manufacturing of essential medicines by
enhancing access to active pharmaceutical

ingredients and inputs;
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WHEREAS, it is necessary provide guidance
to manufacturers and importers regarding
the requirements for the importation,
distribution, storage and handling of active

pharmaceutical ingredients and Inputs;
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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.
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Part One

General Provision

1. A%PC Con

1. Short Tile

LY avavl @ “Pavly st W8T TPL-TIC RS
MYt TInava)yt EPPC avavl P RPC
1062/2017” Nt A.mPO LTAA:

This directive may be cited as “Active
Pharmaceutical Ingredient and Input
Importation Control Directive
No.1062/2025"”

2. TCA7%

2. Definitions
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In this Directive,

1) “haoAhT" Mat+ Pav T A%
TTL-TICTY 2091 A"1nava)-|-
naANANE NPT 7140190 9°NNC
olP T LULm et NI 09 (o 1o

1) “Applicant” means a person

who

request certificate of competence from

the authority to import

active

pharmaceutical ingredients and inputs;
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2) “Active Pharmaceutical

Ingredient”

means any substance or mixture of
substances intended to be used in the
manufacture of medicines, when so
used, becomes an active ingredient of
that pharmaceutical dosage form, and
is intended to furnish pharmacological
activity or other direct effect in the
diagnosis, cure, mitigation, treatment
or prevention of disease or to affect

the structure and function of the body;

3) "MNYET" TINT Cav LD RS TP
PIC ALMI°C Tl APPTT AS

3) “Inputs”

means all basic materials

including raw materials and packing
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materials from which a pharmaceutical
product is made excluding active

pharmaceutical ingredients;

4) “PavEYT FPL TIC AT 1L TIAT
N ek PEOIPL TIC @Ld°
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4) “Active Substance Master File” means a

document containing complete and
factual information of an Active
Pharmaceutical Ingredient or finished

drug dosage form;
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5) “"Manufacturer” means person that is

involved in the production,
preparation, processing, compounding,
formulating, filling, refining,
transformation, packaging, re-

packaging and labelling of medicines;

6) “PAF T 7L PPANC olP T TINT
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6) “Certificate of Competence” means a

permit issued for a person to carry out
importation, and distribution of active

pharmaceutical ingredients and inputs;

7) “eMaM.e LPL" MInT Pav it
ASTY TPL-TICTT PNYTT7 oL G
@-0P AT hAANANT P L
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7) “Import Permit” means a permit issued

to an importer or manufacturer by the
Authority, authorizing it to import
active pharmaceutical ingredients and

inputs into the country;

8) "AANAMT7” "l PhTeAe IPNNG
av 5 QANANT7 “10-T 1.2

8) “Authority” means the Ethiopia Food

and Drug Authority;

9) NAPE. R7ibto (2) TC19° CHOANFar
PALTG WO (Y avavs e9e
TE.27 T LT LT PAL

9) Other definitions

provided under
Article 2 of the Proclamation shall be

applicable to this Directive.
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10) “Person”

juridical person.

means a natural and

11)00Hw avavse (w7 23 -110A
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11) Any expression in the masculine
gender shall also apply to the feminine

gender.

3. P49t 007

3. Scope

1) LU avavg @ (1IPav 851 hS7Y 1Pl 1IC
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1) This directive shall be applicable on the
importation and importer of active

pharmaceutical ingredients and inputs.
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2) Notwithstanding with the provision of
sub-article (1) of this article, this
directive shall not be applicable to
importation of the following materials.
a) Biotechnology or biological active

substances,

b) Immunological active substances,

c) Intermediates from process of active
pharmaceutical ingredients
manufacturing, and

d) Starting active

materials for

pharmaceutical ingredients.

h&A v-at+
NA AP T 714919 PPONC oldT RS
Pav L3yt AASF TPL-TICT M7 0%
V1C @0 NATIN0T

Part Two
Certificate of Competence and Importation
of Active Pharmaceutical Ingredients and
Inputs

4. mPaa

4. General
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1)

Any person intended to engage in the
importation of active pharmaceutical
ingredients and inputs shall obtain
certificate of competency from the
Authority.

2) PHY RTPR Tha RIPA (1) €700
5C9® av@:dit AT NPT
9L, O TAma: PAIC 0P AT
ATt (Fama- PNPT TG
AT aONGLATT N917AT Pav 8251
A5 1PL TICS MNYTT Al TI9CET
9497  AaemPd® oL  AIC
AT LA
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2)

Notwithstanding with sub-article (1) of
this article, with fulfillment of other
manufacturers of

requirements, local

medicine may import active
pharmaceutical ingredients and inputs
for its own manufacturing purpose
using certificate of competence issued

for manufacturing.

3) PHY ATPAR ThO RIPR (1) £
ngcog ot oL HKIC o0
AT NPT TR e HOmo-
ANavgn), AT a4.CATT 1717240
UL AR E S eamo-7 PPt
TLINE, (aomdb9® Pav Dy hSTY
TPL O TICS MNYTTT ARG
AL ATIP LA LHAANE

o-OP

3)

Notwithstanding with sub-article (1) of

this article, fulfilling other
requirements, medicine importer who
have certificate of competency may
active

import pharmaceutical

ingredients and inputs to supply to
local manufacturer using certificate of

competency issued for import.

4) Iy avavl e (I-tPavma- o\l PRAT
PP ML, AL Pav D hSTY
TPL TICS M%7 0L ANC 00T
00T @ L9° “N0l-elr T P ThANA -

4)

It shall be prohibited to
distribute

import or
active pharmaceutical
ingredients and inputs without having a
valid certificate of competence as

provided under this directive.

5) Can @iyt RIPLE AT RONavgh -
av 857 -1 A9 9477 oL AIC 0T
et Pav eyt ASTY TPL TICS

5)

Medicine manufacturer and importer

shall have the duty to ensure that

active pharmaceutical ingredients and
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inputs they imported for
pharmaceutical manufacturing purpose
are compliant with the law of the

country and the requirements of this

directive.
6) a5t hhavgh, AS PANC o0 T | 6) Medicine importer and local
ALt Pav e RS P PL TICS manufacturer shall ensure that

PNGT AP0, NN CTNME OCYT
LLE AN a7 AT (ARIC o0
AT 0-bG  hrlame:  Adé
NP LVTF 07 11T AT -2

suppliers of the active pharmaceutical
ingredients and inputs are qualified as
per their vendor standard operating
procedures, and sourced only from
those vendors that are already

qualified by the local manufacturers.

7) oo &5t hOhovgn, A PRIC @-0T
WPl Pav ey hSY TPL TICS
09T 7005 1A% X dhed: av04.CoF
(AP PATINC avavl 0§ avO4.CoT
HCHC oot avP'r7 U7
ANV -

7) Medicine importer and local
manufacturers shall ensure compliance
of packaging and labeling requirements
of active pharmaceutical ingredients
and inputs as per standard

specifications and national guidelines

5. AP T 799158, TQavph\ntG avNd.CT

5. Application and Requirements for
Certificate of Competence

1) NPT 79L019% hae- PAIC o0
AT AT hdavgn, (0THPC
o571 RS 7P T1CST 09T
0e- AL AGPOATYeT POLEANTD TS 0-9°
o DAANANTE PO T+ TR,
A1V POl avQA.CoAT
071724 “Qavi- - AAT-:

1) Any person, other than manufacturer
and importer who have -certificate of
competence, shall apply fulfilling the
following requirements to obtain
Certificate of Competence from the
Authority to engage in active
pharmaceutical ingredients and inputs

business.
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a)

b)

iv. Taxpayer

As per the form prescribed by the
Authority, apply and complete the
application form in the electronic
regulatory information system;
Pay the appropriate service fee;
Submit the following scanned
original documents through
electronic regulatory information
system:
Educational evidence,
employment agreement, working
experience letter, professional
license and passport size of the

technical manager,

. House rent contract or title deed,

or lease hold title certificate
authenticated by appropriate
government body, or agreement
or supporting letter from the
appropriate government office for
government house, or agreement

for religious or similar entities,

When applicant is a business
organization, article of association
and memorandum of association
authenticated by the appropriate

body,

identification numbers
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(TIN), and

v. When partially completed building
the

for

used for service,
of the
from

body

authorization use

building for service
appropriate

shall be submitted.

government

d) Qualified professionals as the
requirements stated in the
Medicine and Medical Device
Import, Export, and Wholesale
Control Directive No. 872/2022.

e) Office equipped with all the
necessary office facilities including
shelves, computer, printer, tables,

chairs and internet.

2) QAAANT (1LY A7PR Thh R7PR (1)
Nt PPLN®7  TQavphnT  PTlA
a1 K0T L1ap)TY i =

2) The Authority shall assess the
application submitted under sub-article
(1) for completeness and

appropriateness.

3) PlNa- Mavi\hF a0 L.CAT7
PUeA AILWPT QANAMNT havAWE
L0 A74. 0 TNAG
AT4.eavanl PAm-P A

3) Where the application submitted does
fulfill  the the
Authority shall notify the applicant to

not requirements,

correct and re-apply.

4) PPN  TQavpAnFo- a0 4.CATT
PO ATRVPT U AOAT QAT
ATONERTCT (277 Pavah 9°Cavd.-
LLLINE

4) When the application submitted fulfils
the requirements, the importer will be
inspected on-site by a team having at

least two inspectors.
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5) The shall evaluate the

inspection results against requirements

Authority

and when requirements are fulfilled,
issue certificate of competence within
five working days unless there is
compelling circumstance that prevent

the Authority to issue within five days.

6) aPN4.CAE PATT1A AILVYE
AANANT AAAYVE 0-ALo-7 A WG
LAm- Pz

6) When requirements are not fulfilled, the

Authority  shall communicate the

decision in writing to the applicant

7) AAPADE (1LY ArPR ThO A7PR (6)
a( i ITIAAAT @A aeOdt PA
N7 afearhaAs e
PAIANNCT AP AhéA AANANTE
AN VAT BC &4n Parnil IPCavd.
ALLCD LTANE

7) The applicant may address the gap
based on decision communicated under
sub-article (6) of this article and the
Authority may carry out two-round re-

after the

inspection payment of

appropriate service fees is made.

8) AAAAMNT YAt HC Pavnh 9PCavi.
ALCY1 RAOOAWE oG T17AT
PATFA AIRVT PPl TQavoAnF
@b CRLINE

8) When the applicants failed to fulfill the
the  Authority

conduct two rounds of inspections, the

requirements  after

application submitted shall be rejected.

9) (MY A%P& Thd A7P& (8) av0lT
oo o - LT P20
AAPANT ao04.CA7 90704 AA (-
N"MIET A7 AK%.0 A favph T
Lfans

9) Applicant whose application rejected in
accordance with sub-article (8) of this
article may submit a new application,
provided that it arranges a new site that

complies with the requirements.

10) 775 @-9° PERPPC avldB (AR TCELh
PRPPC ool OCYT o-0P avdavp
hAA(T=

be

regulatory

10) All records shall

retained in

inspection
electronic

information system

6. PP+ 7L ACTEht LHT

6. Content of the Certificate of Competence

10
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1) The certificate of competence issued in
accordance with this directive shall
have the following information.

a) Name and address of the importer,

b) Owner name,

c) technical manager name and
professional license humber,

d) Type of importer,

e) Type of service given by the

importer,
f) Type of products to import,
g) Date of issue and expiry date of the
certificate competence,
h) Name, signature of authorized
person who issued the certificate of
competence and

Authority,

stamp of the

i) Certificate of competence number,

j) Taxpayer identification numbers
(TIN), and
k) Detail condition and notice on the

certificate of competence.

7. PO TUINP ALATT PPHNT A@-PT
avav(\Q AS TlOnPavp>

7. Renewal, Replacement, Change, Return
and Display of Certificate of Competence

1) Nt o T A Y L) NaavavAN T
PhL AT PAAN YT T P-knh
QAov-f7  PI°Cl 0L9° PAIAINT
98 L9 AA Ao-P? NPT

TLINE, APTIAOPT AT haPAAN Ni-

1) The

certificate of competence, change of

procedures for renewal of

address, ownership, technical
personnel, product type or service type

or other changes; displaying certificate

11
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of competence; and return of
certificate of competence shall be
governed by Medicine and Medical
Device Import, Export and Wholesale

Control Directive No. 872/2022.

heA ont
oL V1C 00T CTINNM.P 4.2 T ONCPT AT
e7 G

Part Three

Import Permit, Distribution, and Report

8. Pav eyt RAY TPL TIC AT MY T
NP L.PL

8. Import Permit of Active Pharmaceutical

Ingredient and Input

1) 17509 PUIC @-0P A9°LT oL9°
Pav g5 hhavgp, naanA N
er7011,.¢ 4.9 L 40775 W%y
Pao 5y IPL TIC AT MAT of
VIC @-0P TI010T A LA

1) Any local manufacture or importer of

medicine shall obtain import permit
from the Authority to import active
pharmaceutical ingredients and inputs

into the country.

2) MIF@9° hOhaovgn, wl9° PUIC o0 TP
Pav e RI°eT Cav LD RS
TPL TIC AT VPNAT oL UIC o0

A“1019-1 e ta17 WX
n%aopanFom-  IC  hALLH TPl
AT

V) heav 371 h%Y 1P 11C R9°T
Pav ey hSF TPL TIC
TQAPLP PAPT T10C 4 LA AT
AP aonay PP A1
(AZ°AA, -Ehh a7 PEAT b1
anh 3)

A) PUIC @O AT AT hOavep,
AP 714190 ACTHLh T

2) The importer or local manufacturer of

medicine shall submit the following

documents along the application to

apply for import permit.

a) An open drug master file part for
active

pharmaceutical ingredients

and equivalent documentation for
(e.g.,
Document Modules 1 and 3) from the

inputs Common Technical

active pharmaceutical ingredients

manufacturer;
b) Certificate of  Competence of
importer and local manufacturer;

c) When the applicant is an importer,

12
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7IC LN PI°NNC wlibt

l) haolt hSY 1Pl TIC hIPT
I2C e avaNan eant
Pav e K8 TTPL OASC
PTINTANC AT ParAA-AT P Imav
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ANA AN A1N0P -0
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0) NPav L7 hS°Y TPl 1T1C RI°L-T
ng°c-l: Ae L& “15TFo19°
AT (hhaoqm o RS/ oL9°
W1C o0t AT (A
ANA AN A0 -0

d)

f)

9)

h)

contractual agreement between the
importer and the local manufacturer
Certificate of suitability or World
Health Organization prequalification
letter or certificate given by strong
regulatory authorities;

Certificates of Analysis of three (3)
commercial scale batches for active
pharmaceutical ingredient from the
manufacturer with the date of test
release not exceeding six months
from date of application submission;
Agreement document that includes
commitment to coordinate and
perform recalls with active
pharmaceutical ingredients
manufacturer, reporting of product
quality defects encountered, and
reporting of reconciled imported
products to the authority;
Commitment letter to notify to the
Authority through the importer
and/or local manufacturer that any
changes made by the active
pharmaceutical ingredients
manufacturer;

Current Good Manufacturing Practice
Certificate or evidence of Good

Manufacturing Practice compliance of

13
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) Pl 1Pl rIC PILav 0T
ThAAE ALl Pavphhg® havi-C
ACo '+ P9°0ncC  wlddt+ V14
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1aA  Pam  PavAhg®  havi-loT
NCYT 717.4-1: 077,000 TINLE;

+) TAPLP U107 Pav e T TPl
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) TEEC™ AT LN

the actual site of active
pharmaceutical ingredients
manufacturer by national regulatory
Authority or any other evidence of
Good Manufacturing Practice
compliance;

i) Letter of access (LOA) or
commitment letter of authorization
from the Active pharmaceutical
ingredients source for access to the
closed part of the company’s drug
master files; and

j) Proforma invoice.

3)

PavC:yy T TPl TIC AICAT PP
V14 A1t Ac-HahT og9
PI09° MG LCPFT PLav Ho-PG
2A4%0 wed® do-Ps hao- m7The
TpMNE AANANT CTAm ACT4DT
NAm- A7¢% hOhavgn, @89 PUC 00T
AP°LT Y R7PR 700 ATPR
(2)(V) awlq PTLmePor CIPL
714 TINTC 4 LA TIPLA RRILLI°i

3) An importer or local manufacturer may

be waived from submitting drug master
file required under sub-article (2)(a) of
this article provided that the active
pharmaceutical ingredients
manufacturer has certificate of
suitability or World Health Organization
prequalification letter or certificate from

recognized strong regulatory authority

4)

TAPLP LAVIDTT Pav LDl h&TY
TPLTIC TINEC §-LA NhADTCLR
T8 NPPI 0L AANANE NFPL 114
AAMLT avahn AANT

4) The open part of drug master file shall

be submitted by drug master file holder

in electronic copy directly to Authority.

5)

Y A7PX 700 A7PX 2(V) AL
e tPavma-7 n.scy Ah.-héD1n
AVLLTT (NPT ACDLh PUT

5) Without prejudice to sub-article 2(a) of

this article, drug master file may not be

required for common inorganic salts,

14
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naturally occurring organic acids and
their but be

submitted by manufacturer that these

salts evidence shall
substances are obtainable from reliable
sources and that they comply with

pharmacopeia specifications.

6) PavL:y -l RSY P4 114 MMANAMT | 6) When  the  active  pharmaceutical
Pav =5 T RS TPL TIC NCHC ingredient is registered and available in
@-AP avAde, WPt A9°LT TavHN the authority’s active pharmaceutical
CTLVy WP PASY rPL 114 T1AC ingredients  list with the same
4L ANANANE  TIPLN VLD manufacturer, it is not mandatory to
hLLAI°:  PTI°  Ahovgho- of9° submit the drug master file to the
PUIC @-O0P AI°CE ASTY TP T4 Authority, however, the importer or
NAANAN P-Tavi 1l avP'r7 CUU1AD manufacturer shall submit a letter
L1450, 1PN AAOT= evidencing that the active

pharmaceutical ingredient is registered
by Authority.

7) Cav ey hSTY rPL T4 9074 | 7) A separate application letters for import
0 LI° PTLavlH(1T 0J PTALe VY permit shall be submitted for different
era e POININLEe 4P aomfPd P sites or sources of the active
MavinF L4580, avP LN KANT: pharmaceutical ingredients.

8) MIFmI° Pav Ny K%Y P4 1TIC | 8) An importer shall  submit  separate
ANOPc),  AALTS 7% PUIC o0 import permit application and contract
AL POLPCN7 ASTY 7Pl TIC agreement for each local manufacturer
APl PALP PTINULe TTavAnF it supplies active pharmaceutical
LA, AG et 0PI oA ingredients and inputs
TP LA AAT

9) w& VIC 0T AT AQANADT | 9) When there is variation with the active
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neLO-t Pave:A A8 TPl 1IC
IC ALY ASCT e (1A P94 CNo-
PINNLP 4P L PPE ANAONANTE

pharmaceutical ingredients submitted to
the authority to import, the subsequent

import permit request shall be based on

NaoPtao- AS4%0 Ao-®F avAlt+ avyy the new changes notified to the
AT Authority.

10) 6 7¢ a3 ASY tand. 1IC | 10)  Open part of drug master file or
Rav? NP C AL PR K5 TFPL TG equivalent document submission shall
Tl vy Pavlu L TIC be required for additional items for
TG 4L @LI° avnay (1L importation but not for additional

hemPPI°:

quantities of approved items.

9. & UVIC @NT AN PTIavAhF
At #CoT

9. Application Submission Process for

Import Permit

1) T o9 Pav:yl hST PPL TIC
A MY ATIN@a) T PULLND
ANavgh), @ £9° RA9°LT NN TCLYP
PRPPC ovlE »#CUT AMA»ANT
PTNINE 4P L TavhhF  TIPioAN
AN

1) An who

wants to import active pharmaceutical

importer or manufacturer
ingredient and input shall submit an
application for import permit to the
authority through Electronic Regulatory

Information System.

2) Paveyt RS TPL TIC RS
VNG T7 CTNava)y 4P L PTImeP
NIE09°  hOava), 0LI° AT
NLCE-1: LTI L0450 AL (-EhhA
e WONPER. L9 (tohe T4.CP
ANA2 AN avP LA AANT-2

2) An who

requests an import permit for active

importer or manufacturer
pharmaceutical ingredients and inputs
shall be made on the company’s letter-
headed paper, signed by the technical
the

technical

manager  of company, or

designated officer and

addressed to the authority

3) PMavihFo- LASN PhaPAWET
LCRT A9° AT ALe0T Pavlyqt
ASH o TPl TIC RS PINYT AT

3) The application letter shall indicate the
applicant’s name and address, name

and address of active pharmaceutical

16




N9° AT ALENT RS- Pave:y
TPLTICT  HCHC AT 09T
017104 P07 mPAr aomT WG
PP tohe  09°7 “lavAdct
LTCNI A=

ingredients and input manufacturer,
the list of active pharmaceutical
ingredients and inputs with their
descriptions, total quantity and the

name of the recipient manufacturer.

4)

NrFm-9°  hdaven, @BI°  RICT
N71avAnF P2 AL Pavl iyl RSy
TPL TICT ARG NG ON9eT
PATCLE NI° AT Pov15 (1) AR GAT
WS oo T TP TICT BT
7PN oo’/ TH7 mPAd P lTmPPo-
avm’y 0h.ae24-9° AS 3o+
dTav )0, PPr he ACYT (ThhA
avav-A-- WA

4) The importer or manufacturer shall
duly complete an active pharmaceutical
ingredients and inputs request form
indicating the name of active
pharmaceutical ingredients, name and
site address of active pharmaceutical
ingredients manufacturer, active
pharmaceutical ingredients grade, size
of unit pack, total amount requested in
Kilogram (KG) per active
pharmaceutical ingredients, and

Harmonized System Code.

5) fPPLNo TavinF (HY avavs @ | 5) The submitted application shall be
ArPd 8 100 RWrPAR 2 ATIAAT accompanied by documents stated
14T ANE aPlAN PANT AL under sub-article 2 of article 8 of this
174 QAT (14 QAP AT A directive shall be assessed by
Thnas et Qaaxaar  Qaov- e 9 designated experts of the Authority for
PUav )T\ completeness, adequacy, and

correctness.

6) (LY AK7PX 100 ATPAZ 5 AL | 6) When the review under sub-article 5 of

SIS 29°177 Mav\nF ar
a0 4.CoF M1 ALTT QA2 AN
Pav Yyl ASY TPL TICT ARG
09T @& VIC -0 PTININT 4.9 L

this article found the application meets
the requirements, the Authority shall
issue import permit for importation of

the active pharmaceutical ingredients

17




aaml LTCNI A= and inputs.

7) QLY AKI1PX 00 A PAZ 5 AL | 7) When the  Authority found the
o W XA 29°171 Mav\hF o- application made incomplete or failed
Ca-tma P @ L9° avN4.C17 4271 to meet the requirements, it shall
OPC LVTF oM AhaPAYE T1a0P notify the applicant stating the
A0 findings.

8) A@AWE (Y R7PAX 70-0 R7PA 7| 8) The applicant may resubmit its

¢-avp k7 VRTEE n70-+aa
TavpnF o7 (1897 VPl LTA0 =

application by addressing the findings
notified under sub-article 7 of this

article

9) ¢e"nava)}- 4.9 aAC-téh
PO LINNND ARTE L NF AT (AR
NPT N7 e LN P

an1éeL NntPC .22 aTAmOt
P77 PI°C ARTL hav-t LH N o-x

9) The import permit certificate shall only
be for one-time importation, and it is
valid for one year from the date of
permission, unless an extension is

approved due to special circumstances.

10. hove-sm, A5 av £ A aa"0AP P

10. Port Clearance

1) AANANT (lav@-s5), 2G5 av ). f hA oL
VIC o-OF A74%10 Pavayy eavl:5y |
AS7Y TP TIC RS PNYT eTINAPE P
4.3L LAOAMA::

1) The Authority shall issue port clearance

for release of imported active

pharmaceutical ingredients and inputs

at port of entry.

2) TIF o9 hhavgh, @l9° PUIC o0
APl Cav Dl RS 1Pl TIC RS
IR ot & UVIC o0
N°2.e0100F L0 ANCT WWeP viIT
IC  hmmav- AR ARG avlE P
av L7 LN AT

2) The

ensure

importer or manufacturer shall
that

pharmaceutical ingredients and input

shipments of active
are accompanied, at the time of import
by all documents and information that

demonstrates compliance with national

laws.
3) MMIF@9° Pav Y RS P4 MIC RS | 3) Any  importer or  manufacturer
PN%T  ROavg,  ©LI®  RICLT importing active pharmaceutical

18




haoe-sn.G a1, ¢ ha AL a“lnadd

PILOTATT A2 T1P LN AT

V) PP T, ACT&hT

A) AT LN

) LA AG 022777 0 89° KHCPL LA

av) PA P HCHC av)psn, A7 L:

w) PG T AC 714010 ACTé.h T

4) PUINNLL 4. L ACT 40T

A) PI°CT avpA P LPC LA Pav 5y T
ASY PPL TIC PN 9PNNC ol RS
Mavp\nF a0 P77 EIPC haLat oC
LaNam PANLAS P°Cavi- o-m. T

ingredients and inputs shall submit the
following documents for port clearance:

a) Certificate of competence

b) Commercial invoices

c) Bill of lading or airway bill

d) Packing list

e) Certificate of origin

f) Import permit certificate

g) Certificates of analysis of
production batch of the active
pharmaceutical ingredients and
with the date of test release not
exceeding six months from date

of application submission.

4) Y AIPA 700 ATPAZ 3 aC
CENLNSG T AYAT bR TCELh  $E
o L9° N0N7L avph A.LPCAN LTAA:

4) Documents listed under sub-article 3 of

this article shall be submitted in

electronic copy or hard copy.

5 NMev.¢ hAa toollo- P04
CANNANE AZOERTCT Y RI4&
700 ATPA 3 OC CTHLNST U000
O72T TP RAVTF o

5) The inspectors of the Authority at the
the

documents of

port of entry shall \verify
accompanying
importation listed in sub-article 3 of

this article.

11. 27933 0.2 PF AG PO 1P & &

11. Shipment Containers and Container
Labelling

1) a3y A% TPL TIC AT TNYT
a3 30 AN (0@ T35 0.9 AT
1410 7°C VACY T aoP AdlT::

1) Active pharmaceutical ingredients and
inputs shall be shipped with
appropriate container and

transportation system.

2) MIF @I Cavl:u RSY TPL TG

2) Containers of containing active
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AT TNY T 7133 0. 1A A&
AT Lo L10A::

pharmaceutical ingredients and inputs

shall have labelling.

3) NPa L1 R4 7P TIC AT 10%T | 3) All information printed on labels of
0y s AL P9 J1ov J)09° active pharmaceutical ingredients and
a/BEPT TRRAGT P98 RS inputs shall be accurate, visible and
P LAP P AAVTF®-:: indelible.

4) & UIC 0P UL+ Pavl:yF | 4) All information and labels of the active
ASY TP TICT AT PNYET U9 pharmaceutical ingredients and inputs
av/EPF RGN Ahd NA%ICE imported shall be written in Amharic or
0L9 (A7INNT L9 0U-AE9° English or both languages
272 o096 AAVFo-=

5) MG @9° Pav ey K& 7PL 1IC | 5) The packages of active pharmaceutical

PUTL.L 148 O S (.70 POLNFATTT

av B P av 00 AAT:

V) Cavl:iuql: RS TPL TIC 09RT
P77 advm’y

A) CN9Y T avpa P h&I tav ), 0P

1M Phe ACHT AGT PholhA

LbP RN h e

PravlA0T L AT PAIAINT

QNEe W 0L AIRIG

PANLA-S 9°Cave- LI

av) POF avp P @ LI° A RPC

l) W8 RNl P4-CT0L e T q

w) CANAFFT @ L9° AP PH Vb

0) WNLT AS et

) Pavedu-l: hSY TPL TIC PRICET
N9° AG A&7 WG

M) eaet VIc O9°

h)

ingredient shall bear labels consisting

of at least the following:

a)

b)

c)

d)
e)

f)
g)

Name(s) of the active
pharmaceutical ingredients,
strength, quantity

Material identification code such
as harmonized commodity
description and coding system
and chemical abstracts service
code

Date of manufacture and expiry
or retest date

Lot number or batch number
Pharmacopoeia reference, if
applicable

Storage or handling conditions

Weight and Volume

20




h) Name and address of active
pharmaceutical ingredients
manufacturer.

i) Country of origin

12. AhavF T AT ACP T

12. Storage and Distribution

1) 77509 Cavl: T hSF TPL TIC
AS P09 T aAThava)y 4P L P HAmo-
ANavg DAY°SCE IC Ma- P77 tet
@A O a0l NPT ARI°LE
MPlAN ANTE P ANPLP
ANANAN PPN PR Te T @A
AT ALTC ATIE 09 RI°ET
¢4 PhahA -

1) An importer authorized to import active
pharmaceutical ingredient and input
shall directly supply to the
manufacturer based on the contractual
agreement entered and shall be
prohibited to supply to any
manufacturer without having prior

agreement submitted to the Authority.

2) MIF@w9® hhovgn, wL9° CUIC o0
AP°LT 4.9 hade- Ao a0
0l NPT TUNm ACTLhT
AALA@ AI°CT aviP P-Hhaha o

2) Any importer or local manufacturer
shall not procure active pharmaceutical
ingredients and inputs from
unauthorized person or sell to a person
who do not have certificate of
competence for medicine

manufacturing.

3) UAI° Pav e WS TPL TICT RS
PNGFT WP CAVTED AI°eT
LCP-l: Qadarma- avavl e av(\(oT
av Py haN-T-:

3) All active pharmaceutical ingredients
and inputs shall be stored in
accordance with the directions of the
manufacturer of the active

pharmaceutical ingredients and inputs.

4) M09 PUIC o0P RIPT
Pav e hSY TP TICT RS
o | D2 S DY o L e A 11 SO o [ b

U232 ATV POLeATA 0D

4) The local manufacturer shall have
facilities for the storage of active
pharmaceutical ingredients and inputs

under appropriate storage conditions
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ATLo LAMNE ART7909° Pavl:5y |
AT TPl TICT AT TNYAT
OhC L7 AemlP o0d% PUr

and records shall be maintained for
conditions critical for the maintenance

of active pharmaceutical ingredients

Ued2F  (havahl 4hCE av e and inputs characteristics.
A0
5) Pav 3y KRS P4 TICTH AS | 5) The active pharmaceutical ingredients

PNGFT P To7 (197L4% avAn.
av 30N AAVT -

and inputs shall be transported in a
manner that does not adversely affect

their quality.

6)

AP Ly ASTY TPL TICT A
PNYFT AR Pav @LI° PTI0T1F
U3 2F (1A oched-Fa- AL avlnd
AT

6) Special transport or storage conditions
for an active pharmaceutical
ingredients and inputs shall be stated

on the label.

7)

MIE09  PUIC o0P AT
Pav ey RS TP TICT A
PNGT Adovgo- HLo7 PhAFN
U220 oot TP RO

7) The local manufacturer shall ensure
that the importer of the active
pharmaceutical ingredients follows the

appropriate transport conditions.

8)

PE 09 hdavgn, Pav Y RS
TPL TICTT AG PNYTT PavT] (140
a I o-0P TP+ a9 P9
hao e ha (4¢P oL PUIC 0-0P
AT T AT TINTANG AN

8) The importer shall not store active
pharmaceutical ingredients and inputs
in their own warehouse, therefore,
shall transport and transfer to the local
manufacturer directly from the port of

entry.

9

77509 a1 Pav T RSy
TP TICT ARG MY haaeT ddm
i+ m PPLTE RUTTT ARG
LPUNTTT  AAJP 00T (N17L4.TC
aAr a7 TN
PAN T

20

avsh)’y T

9) Active pharmaceutical ingredients and
inputs 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.
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13. PACE T DHTAT 67°CT RS N4

13. Traceability, Reporting and

Documentation

1) hAQavc S fulc -0 h?9°¢F | 1) Importers and local manufacturers
8 N VAR o1 B 0 0 T PAVA N o B (T A A shall track and trace imported,
LA AT PPIS AL PPAM7 distributed, on stock, and utilized
Pav e K8 TPL-TICS NG active pharmaceutical ingredients and
PACSE T T\ PAC DA inputs.
2) AOavL S fulc -0 h9°¢F | 2) The importer and local manufacturers

Pav 3T hSTY FPL-TICS TN
Aavn S~ POC T DA ACSYT
AT TG P TS LV 1714017
ATPOPOLCTo7 av(1L RS hdaenpe
av\ T avpAhA  POLeNTA  OCYT
LT LT PN

shall have a system for traceability of
active pharmaceutical ingredients and
inputs and document their movement
ensuring quality, safety, and

preventing falsification.

3) PMnava)tT ACe1-T h9C 1T AS | 3) Records of importation, distribution,
LA LhCET TN aoUd storage, and manufacturing shall be
ANV -3 traceable.

4) PUIC @oOP A9°4T AG hdavgn, wf | 4) The local manufacturers and importers
VC o-0P 077 N (L shall maintain records of imported,
C1TALe 7T CTavd T RS TR stored, distributed, manufactured and
Pav e WS TPL-TICS N9 disposed Active pharmaceutical

g-tavqn-t ¢nC e av N hAOT -2

ingredients and inputs.

5) N7h-0 A7PA (4) Clavahta- PEhCE:

are .70 UL avlE P

av 00 WA TE

V) Caoei WS TPL-TIC O9CS
PINGE

N) Pavl it ASTY TPL-TICS 09T

5) The recording document under sub-
article (4) shall have, at least, the
following information:

a) Name and strength of the active
pharmaceutical ingredients,
b) Name

pharmaceutical

and address of active

ingredients  or
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APl N9°G A0 E

A) Phnavgno- o9 PU1C o0
AP°LE NPT R e T

av) ae T @L9° PO RPC

inputs manufacturer,
¢) Name and address of the importer
or local manufacturer, and

d) Lot or batch number.

6) ANPe.m-F  PUIC  @OP AT
aAg° AT RPN OCY havhhg
PonCe: APPN AC%T DIC A STo-
L0 =

6) The importer and local manufacturer

shall have good documentation practice

with good record keeping procedure.

7) RE7151S NG N706A°0 T oP T
SOCLT DALYTT MG (4P RAT
QAo avpRPT  avll9® WG P
TAPA-T aoPAT Aol

7) Records shall be completed at the time

each action is taken and be approved,
signed, and dated by the responsible

and authorized persons.

8) ¢hCA&T (4PLAT dm NF ALLN
Vro- QU715 F o (18 P PFA- RS
ho-Lav'ts  avpdl @L9  HOTF
hao7  aohapA (172 e0TA  PTIN"1F
NJ~ aopavp haOTo-=

8) Records shall be stored at secure place,

with access limited to authorized
persons and the storage location shall
ensure adequate protection from loss,
destruction, or falsification, and

damage.

9) ANaPg @ Pav Lt hSTT TTPL-TIC
AT PNYT AVIC 00T RI°LT addN
kA AA+ 7 77 o0 LV Tnava)t
SZ7°CT TNMIEAS AQANANT “1P4AN
AQNT

9) The importer shall prepare a post

import report and submit to the
Authority within 7 working days from
the day of delivery of the active
pharmaceutical ingredients and inputs

to the local manufacturer.

10) M7A-0 R7PA (9) O AR 67°CF o&
VI1C o0 MNe- P9°C+ %850 avd-t
N71L:41 L7017 avlB P av e
AQNT:

10) The report under sub-article (9) shall

include the following information based
on the type of imported product.

a) For active pharmaceutical ingredients
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V) Aae L7 hS7F TPL-TIC:
i. Pav @yl RS7Y T4 TIC 9°T
i. PNIET 9L 1T
iii. P79467
iv. Pap Ll RS TPl 1% APCET
N9°G he: 0T
v. PANIch o @L9°
AI°LT A9°G he:l-x
A) AANA:
i. POPw 9LYTT
i. PO0P@ M7
iii. AQTANYT
iv. a@ao04.CT.
V. CM0hk: RI°ET O9°G h €07 RS
vi. PUIC @0 A9°LTS Rhaven, N9°G
A0

fU1cC o0

i. Name of the active
pharmaceutical ingredient,

ii. Dosage form,

iii. Dosage strength,

iv. Name and address of the active
pharmaceutical ingredients
manufacturer, and

v. Name and address of the
importer or local manufacturer.

b) For inputs

i) Type of material,

i) Quantity,

iii) Packaging,

iv) Specification,

v) Name and address of inputs
manufacturer and

vi) Name and address of the importer

or local manufacturer

11) v-a9° ¢7°CAT DNl AG hrlé.d Lo-
eTININLe 4FPL IC @-0P AT
a7 P10 (NAL  5ALT “I5EC
&LCT LI ARICLE (Mol 6
nLlam- °C T h73C "IN I 4P haT-:

11) All reports shall be reconciled with

the ordered and approved import
permit against the actual received at
the local manufacturers warehouse,
which has to be confirmed by the
signatures of the warehouse supervisor

and manager.

12) Ahavgn - @ LI°/AT PAI1C  o-OT
A9°LT 2. Pam- Ph9°T-T NAAm-
Pav 5%t WSy TPL-TIC WG NS T

12) The importer and/or local

manufacturer shall report quarterly to

the Authority on an ongoing stock
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NG+ (194
C7°C PLCINx

Gav-l:  AQAONANT

status of the distribution of the active

pharmaceutical ingredients and inputs.

nNeA hét
ANTRLEP ACI°E AT AR AR £71.90PF

Part Four

Measures and Miscellaneous Provisions

14. a0 &7+ A5%F TPL TIC AT MYt
AnaaA

14. Recall of Active Pharmaceutical

Ingredients and Inputs

1) 77509 Pavl it hSY TPL TIC
AT MG T AT @L9° hdavgn,
PANNAN NCYT AT Lo+ LNAE

1) The importer or local manufacture shall
have procedure to manage any recalls
of active pharmaceutical ingredients

and inputs.

2) @& VIC o0 07 A8 TPL TIC

aom+g®  ¢ravlA  avly - AL
LAt N79C W RIPCE AT
AN - +L At 1709
a5y CavAN AT 07

ACI°E avm-NL A75.09° PPI° AL
PAPA TPL-TIC L aval()+ YIC
avav(\(} AANT-E

2) When defect is found, both the
importer and local manufacturer shall
be responsible to conduct recalls of the
medicines manufactured and to take
appropriate measures including
returning the active pharmaceutical
ingredients and inputs not used to the

country of origin.

3) QANAMNTT KAI°LET Adavspo- @ L9°
A TPIE @90 RIS Qoo WS

3) The Authority, importer, manufacturer,

or any other institutions may initiate

P4 TIC aONN07 A LONEIC recall.
LTANE

4) nOhavgho- @L9° PUIC -0 h9°¢°E | 4) The importer or manufacturer shall
Pava-1a0- o-m3 "1t (IS PAW Y ensure the effectiveness of a recall and
PANT7 &4LE AMANAME  S7°CoF report to the Authority the status of the

ML hANFE

recall.

15.Paw @5y AS%Y TPL YIC A M0%T
ho N

15. Disposal of Active Pharmaceutical
Ingredients and Inputs

1) Ao @LI° AIGE PPl

1) The importer or manufacturer shall be
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+L0T PANT Pav eyt ST TPl
PIC 0L9° INYT  CTIN1L DALY
AANTHE

responsible to dispose active
pharmaceutical ingredients or inputs

which have quality defects.

2)

av @5 WY TPl TIC AL
NavC:57 1~ A@®. 1L avavl P KRG Dee:
AL77 av(\ (o avPy A HE

2) Disposal of active pharmaceutical
ingredients and inputs shall be
governed by medicine waste
management and disposal directives

and guidelines.

16. A, INEHN?

AA7»ANr (W PtPaom-l7 avend.CHT
NNYAI T 07 ATVLNP PRIPET VT RS
M0TIF AL, ATOENTNT A0 LTAA::

16. Inspection

The Authority may inspect facility and

storage of manufacturer to ensure

compliance against requirements provided

under the law.

17. MO PP 4G avlET AVHA "o

17. Alerting and Sharing Information to the
public

1)

QAN pIlavl o av 85
+La T falt o9 MWIoOT a7
eI eavpn-- (1 avl® ALY hNA7
7P P A0dAL U AT LT
°CAT ATRLmPI® 0 LI ANLALOT
PrPE AL Cav ST ANNDTY
I°C AN @7 Pav15F HE, lavmd I
CLUTZYT TINTPE e LOATNNE

1)When the authority obtains sufficient
that

is defective or

information indicating medicine

produced illegal, and
deems it necessary to alert the public, it
shall issue a safety alert using any
appropriate means of communication,
including mass media, to warn the public
the

necessary precautions

not to use product or takes

2)

AA» ANt
PAI° L FT7
YA
A A

ATLhNEAL T
PRGN 277 0 L9°
NPT T, PIPONC
I8 0LI°  aONLNT
AP LTANI

2)As applicable, the Authority may notify
the public on importers or manufacturers
that their certificate of competence is

suspended or revoked.
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3) “LAPLP AGT PIUL TLAPC A
N7 00w avlE AA QA»ANE NA
Pav 3y hSF TPL TIC 0f9°
0% T avls ATI7T T ALanPPo Ao
AL LTAAE

information considered as
the

Authority may share information about

3)Other than

confidential and trade secret,

the active pharmaceutical ingredients
and inputs to any person requested to

access.

18. AVT4524-P ACI°R

NWA»7ANE PIPNG a5 RrHSLC
APE  ¢PC  1112/2011 AS APE7
ATINLAS NoMe- L0 ATS09°
ANVTS L4 P ACIE AL AT o
AbidN  OCHT av(\ (T
nahaALT7 (lavan @l9° avQ4.CAET
AA“I0C AL ANTSREP  ACTBEDLT7
LONSAL

avav/, ¢

18. Administrative Measure

The Authority shall take administrative
measures against any violation of the
prohibitions or failure to comply with the
requirements, in accordance with the Food
and Medicine Administration Proclamation
No. 1112/2019, regulation issued for the
implementation of the proclamation and
administrative measures and procedures

directive.

19. 497071 eAAT @, VT

any avavg e 3702 IC PP
M09 PRACC LT @LI° avavy g
0L9°  ATISP  hOSC  OHY  avave
(-4t 140 AL 14977 h e 9°H

19. In applicable laws

Any working procedure or guidelines or
customary practice which is inconsistent
with the provisions of this directive shall
not apply on matters covered by this

directive.

20. avavs ear 2970501 LN

LU avavs e (16TY  TLLOEC Ao
NQANANT L4412 AL htadPO T 47
LI°C P0G LUTAE

20. Effective date

This directive shall be effective as of the
date registered by Ministry of Justice and it
is uploading on the official website of the
Authority
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93017 2017 May, 2025
h.¢7 1CN0 Heran Gerba
P SeénlC Director General
P50 910 AG av L5 QAAOATT Ethiopian Food and Drug Authority
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