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av (.9

Preamble

Pav 57T 0CSS PRICET PG
TUC A1 FPAN PULLS PTG
GAPT: WG AS hoo @37 700,
IC (Mo aopt MNCS T

avav T NANNT:

WHEREAS, it is necessary to
ensure that donations of medicine
benefit the countries’ health
problems and that donations are
based on the expressed need of
the country and lead in alignment

with health and medicine policies.

PACK T av@57 T Plot: QUTIE AS
AP 1714917 VANLAONT hilLy-
IC Teen ahat bl o ems
T9C ovhAhA h0d.A7, NooP'r:

WHEREAS, by ensuring quality,
safety and efficacy of donated
medicines it is necessary to protect
the public from emerging health

related risks.

Pan 3571 0CAI (72070 T od-1
a)Ay9° Paw &Y 0CSS ~CY T
AT7%.0957 9L N177046.0)¢

WHEREAS, during medicine
donation it is necessary to promote

good medicine donation practice.

PG, HCE A“TmGTNC AT &7 F
PG TFIIC AhAT Cavle il 0CH D)
AN LT PANE. T1L:4
N"I04.07:

WHEREAS, to strengthen the
health sector, and streamline the
provision of medicines donation

practice during emergency situation.

NP+ 9° NI°1N AG ov 5T
ANTSLC APE d:rC 1112/2011
WIPA 71(2) o0l LY PRCA D
aw @5t RPPC avavd @ oA

NOW, THEREFORE, the medicine
donation directive is issued in
accordance with Article 71 (2) of
the Food and Medicine
Administration Proclamation No
1112/2019.




nEA AT Part One
mPAq General
1. APC CoON 1. Short title
LY avanl P “COCSI an@y k| This directive may be cited as

avand @ P 958/20157

T Amdn

LA

“Medicine Donation Control Directive
No. 958/2023.

2. 1TCH7%

(1Y avavl @ NP :-

2. Definitions

In this Directive,

1.

“a@@3 1 TINT Cae7 S -0
0 L9 MmH5 PAUPT AhAP oL
hOP°CAR V2 @L9° 1009
PANTTT AowanCavCi ATINY°:
A0 @90 AevhAhA: Phwm-7
ANAP L9° hOP°ChP hOé-C Nm Pl
oAl A“I0-FNDA: oL 10400
Aavaop @ LI ATTOAA: 0 LI
agea-0 Mok LA avPPC

0 L9 VI 0T9° ATt TLPCAP
120C AmF 7 aovA- AavpAoP P7l.0-A
PTE 09 TPL-TIC LI CTPL-TICT
oV e T ALY P°CHTF Pl 0311
Pohm\ TVIG0T9° T PL-TIC

1. “Medicine” means any substance
or mixture of substance used in
the diagnosis, treatment, mitigation
or prevention of human disease,
disorder, abnormal physical or
mental state, or the symptoms
thereof; used in restoring,
correcting or beneficial modification
of organic or mental functions in
human; or articles other than food,
intended to affect the structure or
any function of the body of
human and it includes articles

intended for use as a component

1 0L PmSwm. HCE Aonf s ()
4.PLYY AL Plovld Pan iyt

L FPAAAN: of any of the above specified
articles;
1. “0CH/I” TNt 0TS PmS F9C | 2. “Donation” means a voluntary act

of presenting medicine to
recipients during an emergency
situation or as a part of the health
sector.




nmJ- m,:

. “OCA T Aen” 0T (1N L. P L7 AL
Ta(\CA Caw 3 0CS T CULOT
a3 NI P: w0 P CAPT LCP:
ATCE PERav 09N LCET @LY°
2001 ‘1,

. “Donor’ means a governmental

organization, nongovernmental
organization, private for profit
insitution or individual who
voluntarily donates medicines as a
donation;

. “OCA T TPAL” TIaT (0 4.9 L7% 1T
AL CTavOlol Caon o7y T OCH D
PoLPOA oo 7N P 0L ATCF
CATRRad a0 IV P CAVT LCET

1,:

. “Recipient” means a governmental

or non-governmental organization
that voluntarily receives medicines
as a donation;

. LTIE PG FC MIaT Ge- AT
@ LI TLPCHAP (P VeI Plhd-T
PMG TIC VT w70 T AGTFH L
PG TC ooV A0l jo-t

. “Emergency situation” means

health problems that are caused
by man made or natural means
and where it is declared by the
government as an emergency;

. MG TEACI Mt LTrEE Qv

PG TUC o awf§ PP PG
AIANNT Po22mGRC TCEVLI° 102

. “Health program” means a

program that supports the regular
health care excluding emergency
health problems;

. “pOP PERPPC ACIT LA@ NANANTY
0t PP CRPPC ACYT PLAT@-
CFo- oo NQMANANF do-PG
CTAMNTFo- &G THCH Lo+ CTAR

Paw @3y HBMNNE AT §TTo-:

. “Stringent Regulatory Authority”

means regulatory authorities which
are recognized and listed as a
stringent by the Authority.

. QAN TINT CRATCE L 9PN RS
a8 VA2 ANT o2

. “Authority” means the Ethiopian

Food and Drug Authority

. “APET TN PN AT oot
ANTSRC WPRE rC 1112/2011 ‘1@-::

. “Proclamation” means Food and

Medicine Administration
Proclamation No. 1112/2019.

. DAPE AP (2) TCH»° P TANVFa-

10. Definitions provided under Article




PALTG AT
14270 LT ETPA:

10V agoavd, CJ°

2 of the Proclamation shall also
be applicable to this Directive.

3. ¢H4&17LrT o7

LY avavs IC o Pr QUIC @0
PoLLL Cao Dy 0CSI AL 14971
S VRIS andl PP ARG AT
Tl 021 PULOA TIF®TI TPL-TIC
nLELI°CYI°: :

3.

Scope

This directive shall be applicable to

all local and international donations of

medicine but it does not include

medical device donation and raw

material intended to manufacture

medicines.

neA vat
N0CR I PoULTT av@5y 47T 7994
PANT@, aoOé.CHT

Part Two

Requirements for Medicine Donation

4. AmFAL 4. General

1) 7S ems TIC 0200 T0F L0 1) Medicine donation provided in an
PoLOAP Con 5 0CH DT W61 onr emergency situstion may be
NN T AL RT7900\ AbSPL permitted for use in the country.
LA 2) It is prohibited to donate medicine

2) MIF@-9° AJ07 J LA P14 AmG that has been dispensed to
QAP L2 P1Am 19 Govo-G: patients, that has been given to
N7 w9 Cms AR VT RTL09° health professionals as a free
ATLIT 207 194 Z0-9 LA sample, collected from health
an 0751 NACS D oo oo\l facilities, or repacked and
P1haha ro-:: relabeled medicines.

3) MY A7Po 700 Witd (2) PHPoomo- | 3) Without prejudice to sub-article (2)

ATLtald S LTIEF PSS TG
afor W9 Pms TR
CATT ol N0CST avdhhl AT
J X T-F

of this article, medicines collected
from health facilities may be
donated during emergency

situation.




4)

MIF 9 PllT CAMOPT 9CT6by
faJod w9 PAIANNCT  Lho-
LALNT ooyt (10CHT oviAd
Pl eThAnA -z

P19 Pyt OCRS  (HPOL
AT Oden@ oo P24 O
A85C AT%09° P0CSIm-  HPOL
APart@, Coof5yt O0CSI avhmt
?-Hhaha ro-::

OHY A7Pd 700 WibPd 5 ¢HPorme-
AL tmNP T 06C4HS HPOL AT
ha® hde 0CSI Geh, LCEAT
oA S A XA WPALAS TN 718,
0téldav OCSI N°2.0m0T LW VA
V7T TPl LTAA::
o9 0G4S eHAm
avip C-HhAhA to-::
NANANE W 775 o9 0G5S ¢1Ham
awl:y Gov g (lovp( L il
PCavd. ALOT®T  LAN:: LV
A“7L:471  QANAND O0CAS hol.0me-
A AL P9°Cavi- NL, ARG 44.071N0
NF78CL AP LTAA::

Paw 37 0CHT +POL OCSI @7
LA AT0APP
VIP tohf AohA

an 02757

nao@-s8),
oy ea-H0NCAT
LA

4)

5)

6)

7)

8)

9)

It is prohoibited to donate any
substandard medicine, medicine
from unknown source or expired
medicine.

It is not allowed to donate
medicine in the absence of an
agreement between the donor and
recipient, and without the
knowledge of the recipient.
Subject to the provisions of Sub-
Article 5 of this article, once the
agreement is signed between the
recipient and the international
donor organizations, they can
provide this whenever they provide
donations.

It is prohibited to sale donated
medicines.

The authority may take sample
from any donated medicines and
conduct a quality laboratory test.
In order to do this, the authority
may request a test method and
reference standard from the
donors.

The recipient of medicine donation
may delegate a legal

representative who facilitates the




port release of the donation from

port of entry.

5. &2£ 0A "0é.AN 5. Permision for donation

1) 759 6CRJ  +PAL  POCSHI | 1) Any donation recipient shall obtain
a7 o U1C o0 ATI0N0T9° permission from the Authority to
Ur a1C oar doodA hQAAANDE receive local donation or import
6. L MUY+ RA-TE:: donation of medicine.

2) w9 0CSD)  TPAL  POCSI | 2) Any donation recpeint who wants
a1 oL UIC oar AT010T to import medicine donation shall
E.A1 NhANTCLD PRPPC avlB submit an application to the
NCor (https://www.eris.efda.gov.et) Authority through electronic
a( it e hF AQANANTE TP LA regulatory information system
ANDT:: 0C7E Pms  FIIC L (https://www.eris.efda.gov.et). In
LU7 TILL PMILTFN WP howAWE case it is difficult to submit
Nwl+T Amed LTAA:: application during emergency

3) MIFw9° ooyt 0CHI T POL situation, the applicant may submit
.e70 POCSIwo7 hA"l: ICTioRr: application manually.
0CSTm  RIANT AL Pol.0-ANT |3) Any medicine donation recipient,
NS AmPoLP AT POCSITo- together with an application shall
aom7 PUUIAO NOCHT Qcha. A submit a written agreement
+d0e ovhi P10 PO AT between the donor and the
n1owAlFo, IC  hLLH TP recipient stating at least the
AQNT:: purpose of the donation, source,

4) QAQA N PPLNAT7 T av A F location and beneficiaries of the
TPAoe lovav( av(; haoo A donation, and the amount of the
ANé.AL @7 a1 4.CT oAl donation.
0LLINP 6.FL LAMNA:: 4) The Authority shall review the

5) haoAW'E ANé.AL@7 a1 4.CT submitted application and issue



https://www.eris.efda.gov.et/
https://www.eris.efda.gov.et/

Poea Pt QA~ANE 4P
thahan-tz N et A7

permission when the applicant

fulfills the necessary requirements.

o TCrn PheerC ool ACYT |5) If the applicant does not fullfil the
Aot AANT:: requirements, the Authority shall
6) 1759 0CSI APOL PEChING notify the responses to the
PALh TR ol AT N10CST oL applicant through the electronic
VIC oA 7010+ P hvlcC o0 regulatory information system by
NV PolTFa0 AANANE PSChERT stating the reason for rejection.
PALhTCT R &t AovEmmC |6) Any donation recipient of narcotic
Ladaoomm-y avav/, @ a4 and psychotropic drugs may
a1 4.CHT7 hTAF 4.9 ALY NF receive donations from local
LUGAN:: donors or import donation of these
drugs only if he/she has complied
with the requirements stated in the
Narcotic and Psychotropic Drugs
Control Directive issued by the
Authority.
6. POCART &+ oL UVIC o0t 0A | 6. Import donated medicines

7019+

1) (MY awavl e Wib& 5 300 Widd

(1) ewOél POCHS @il oL
UC o0 A“7010-+ NP L. 0
naANAMNr  PLov MNP LI
(pre-import permit) “77°7 -+ a0t ve
eortaclt 02T 14T haT:
V)., e3ud: UL AT

a( /T PG PUNET PG
TAC Aovq g AN ooty

1) Pursuant to sub-article (1) of Article

5 of this Directive, to import

donated medicine a pre-import

permit shall be obtained from the

Authority and the following

conditions shall be fulfilled:

a) Submitted support letter from
the Ministry of Health or

Regional Health Beareau

10




nms “1LaEC of9° g (.
L6 L1490 A.LPCA:

a). &S PmS FIC hasmon
NNPC aw ey d: -Favli
Py

h).av &5 1 LAa-Taolin] avry
Lavlotm hI°6T RIS E VG
THMNME A @L9° NQANANTE
oLy 0+ PhPrPC ACYT
NAm- QAOAN7 (Stringent
Regulatory  Authority)  ¢-I"am
Paog® hovllot 4.8 oL
A9 ¢ E VIC - FeMNSE  ROA
0 L9° NAANAN of9° TNP

PEPrC NACYT QAo Q9ANAMT7

gam  PUe 4P E oLy
PAOAY® MG &CET PLav
4L (pre-qualification) 724

aP'r LLIN1TE AT

av), (I0UA K7L CTHNLNGTT A1 &7
DPlA OTA LUPGTA::

2) MIF@9° POCHS @Dy TPOL
POCKS ol oL UIC onT
AL CL0TATT aldBEPT T1PLA
AANT::

V) Paol:5 1 0CSI ACTLhT:

A) Cop A NCHC ov)hem, (1L :

stating that the medicine is
based on the needs of the
country and solves the
country’s health problems.

b) Unless it is in an emergency
situation, when the medicine is
registered by the Authority

c) If the medicine is not
registered, when it is ensured
that the manufacturer has a
good manufacturing practice
issued by regulatory body of
country of origin or EFDA or
strengint regulatory authority
(SRA) or marketing
authorization certificate issued
by regulatory body of country
of origin or EFDA or strengint
regulatory WHO pre-
qualification.

d) Provide documents listed in
annex 1

2) Any medicine donation recipient
shall provide the following
information when importing the
donated medicines.

a) Donation certificate

b) Packing list

11




h) LA AE 0877 0L ACRL

(LA

av) AAL TS TS ovpf RPC PHAmo-
Paw 0257 T Pl o NNC
wldt:: LY NLTTEF Pmg
¢ 1 s AR aLar
O0CH ) heavdlrly::

w)aw 82757 1 LLBm7 NmN<+
PaAZ3 G PANTA0? Ve
APCA LUTA::

3) N10CS/S P2l.0mm- ool (WWh9°S
oo-ig- AL PO ®LI° WO ool T
arr NQanAMNT ol 0P CRPPC
NCY T QAo AANADT? C-HAam 100
42L& Phm L9 PhA MmS
LCeT ¢ Lo P (pre-
qualification) 724 aoP7 AAQ-T::

c) Bill of loading or Airway bill

d) Batch analysis certificate. This
doest not apply to donations
collected from health facilities
during emergency situation

e) When the medicine supplied in
standard mode of transport and

packaging.

3) The medicine to be donated is
under clinical trial or new medicine,
it shall be registered for use by
EFDA or stringent regulatory
authority or prequalified by World

Health Organization.

7. 004 oomPULe L

7. Shelf life

1) ALTHEF PG TUC Poloom- POCH I
av 05 AT Neo9)(1, .0 A age
ne2.2Ca0+ 10 Q0.f70 Povmdol P
LT .70 19°a (oot (50%)
a7 AT ::

2) PfmSam,

HCY  A“?TmShC

? (IIL an ﬂ'

1) During emergency situation, all
donated medicines shall have a
remaining shelf-life of at least fifty
percent (50%) at the time of
arrival at port of entry.

2) Donation of medicine for health

12




POCSH S vl (lev)(.f A AL
N-2.CANTF LH:

V). CAIANT Lo+ h48 oC
1A¢ Anh 60 oC WPt ¢
PAIANCT L@ 30 oC:

o LI°

Q). PAMANNT Lo ©h 36 oC
AL Anh 48 oC Uy +¢
PANANT Lo 24 ©C:

o L9°

). CAIANNCT Lo ©h 24 oC
NAg Anh 36 oC Uy ¢4
PANANT Lo 15 oC:

o L9°

av). PRIADNCT Lo+ 24 ©C
AG i 0JF vy ¢4
PAIAINT Lo 12 oC
a Py AN

3) MY A7IPd 700 Ritd (1 AT 2)
Phdoomar RTLAMNP VT ool
ANALTT AT vIC  o-0r PO
Paomdl e Lo DTNFP = (14 ov-A.
lov-A. PPI° AL AIL7%.0-A (.LINT
A7L ROEALTE PAANATME POAL DAL
0 L9 Tohl ALPEL LTAA::

sector shall have the following

remaining shelf life at the time of

arrival, at the ports of entry:

a) 30 months remaining, if its
assigned shelf life is more than
48 months to 60 months, or

b) 24 months remaining, if its
assigned shelf life is more than
36 months to 48 months, or

c) 15 months remaining, if its
assigned shelf life is more than
24 months to 36 months, or

d) 12 months remaining, if its
assigned shelf-life is 24 months
or less

3) Without prejudice to sub-articles

(1 and 2) of this article, the

director general of the Authority or

his/her delegate may permit the

importation of the medicine

donation if the necessity of the

medicine and its full utilization

before the expiry date is confirmed.

8. NA APSLLA: ANTAGD AT 1AE A U-&

8. Presentation, packaging and

labeling

1) “T75@9° POCHS o@Dt hdi-dAl

1. Any donated medicine

13




Ued Polhtact aog.CAT 1A

AN :-

V) PR7S PAN? hNLT h50 hae
6-9° av(lar CANTI°:

A ORNE  @.0r  PA ol
hALTTS ooml: Pavp P RPC

(OER +PC): P tan A0S
PAIANNCT TNEe L D&
P1-aP Phe e Vs

P LN4.A 1, avyoe LV
POLINZ T NAE D&
a7 KAl

4) O eoAh  CTHOE WAV
ANt+C TIF o9 awl >y haA
0> IC o1 PANT9C: DT
0t ARTL 9T PPIc AL
AT75.m0\ e-1-H.9%. 2 VW43
& 0P DA AG
AT RPPC POLRLNVFO- PG
T N0 o

av) WOTATE ATL 1Mo LT
APNN: AAPCS AC &T07°Co
9ok aoP7 OO

w) APNTIA PoLLCA QT Adi-di-
MWATFN A0 VT oom'r R7L:
AT 11000 221 AL CAUY:

2) PNIF @9 POCHS a3y 7070
1458 0che® NATINHT @L9° MATICT

presentation shall fulfil the

following:

a. The unit package weight shall
not exceed 50kg

b. The package label shall have
medicine type and quantity,
batch number, manufacturing
date, expiry date, weight, if it
needs special handling it
should describe the same.

c. Any medicine shall not be
packed with other materials
unless packed as kits. Kit
means a collection of different
medicines or medicines and
other regulated health products
assembled for use in a single
therapy.

d. The packaging shall be
appropriate as per mode of
transport for air, water, and
land transport.

e. If the medicine is to be
provided to hospital, it shall be
in hospital pack and one pack
shall not contain more than
1000 unit

2. Any packaging label of donated

14




3)

4

2% 1. T 070 Porhtacty

awlEPTF oo 00 hdF:-

V) Pom@di-7 P00 O9° AS/0L9°
7L N9°:

) o@Dy aom’li AP TPl
IC eH: LTS PTG

4) PAOANE: ov )L

av) (10T PA@- Pov Oyl AN

w) QA ALPNG hhooF5f1:

&) Pao Pyl aoop @ PC (Batch/Lot
Number):

0) CANADNT “PNEL LH:

i) CtalANT A1C: RS

1) PAI°LE LCET MG AL

Y A7do 700 A7Pd 2 ¢ Tmdaw

necy [ 4B N PG T9C

02, rpaol-t LN PoLAT 0CST (1AA

27 (oo +Cn

ALt L LTAN::

ALTNTS a5 0707, Lo 0P

.70 Prae CTHLNGTT  avlBPT

PeH A0S M1k s (Leaflet) A5 da,

L04\ ;-

V) Can@diAdv7 P00 N9° AG/0LI°
7L N9

V[T A B N T e k1 VA

) 4PN TPl MIC LN PGS
9L

V2P FCHT

medicine shall be in English or

Ambharic and shall have at least

following information:

a. Generic name and/or brand
name

b. Quantity, composition of active
pharmaceutical ingredient,
type, strength and strength

c. Route of administration

d. Pack size

e. Handling and storage

conditions

—

Batch number or lot number

. Expiry date

> Q

. Country of Manufacture, and

. Manufacturer name and

address

. Without prejudice to the sub-

article (2) of this article, in case
of emergency situations a label
of the donated medicine in other
languages may be permitted if

legal translation is provided.

. Each medicine ints packc shall

have leaflet containing at least
following listed information:
a. Generic name and/or brand

name

15




o) NALAA 4COMTh0eE: ool
NANNT 728 PCT: o0
AT LANT V-3 18 QUC 2T
AG O 15T

w) A A0S AT PL.00Lm,
aom’y:

) NAALPNT AhaoFE i AT

A) ¢-tool T AICE

(1. PAY°LE NI°G R0

5) LW A7 700 Wb 4 ClPorma-
A7 T ool PLo0Lo-
mG Qdov-f ACSI AF hwrtr h0e
144> oG (Leaflet) 17115 Pmg
TUC L RemPPY°::

b. Quantity and strength

c. Active pharmaceutical
ingredient composition, type,
and strength

d. Clinical pharmacology,
warnings, contraindications,
precautions adverse effects,
and side effects

e. Route of administration and
dosage regimen

f. Handling and storage condition

g. Country of manufacture, and

h. Manufacturer name and

address

. Without prejudice to sub-article 4

of this article, if the medicine is
administered only with the help
of a healthcare professional, a

leaflet is not required during

emergency situation.

9. C @O NA"2LREL? OCH T

. Local donation

1. 509 WIC 00T P840
Pav 5 0CSI PolhtacT
avN4.CHTF T17AT RANT::

V. h6CS I 0L L1450
A. S PO oL9° hndAA MG
L.C PLI6 LAN50.: AT

. Any local donation of medicine

shall fulfill the following
requirements
a. Letter from donation receipt
b. Support letter from Ministry of
Health or Regional Health

16




2.

A, NAANANTE PLP L L5,
OR7Pd 8 NA Adbi-doN: AOTATD RS
1M X4 CTPoomo- avOd.CHA
AHVYI® 40P LPTA::

Bureau

c. Authorization letter from
Ethiopian Food and Drug
Authority

2. The provision under article 8
regarding presentation, packaging
and label shall be applied to local
donations.

10. POCA S am& Dyt +PAL 5ALY T 10. Donation Receipt Responsibility

1) ANd.AL0-7 a(4.CT 07724- | 1) By fulfiling necessary
CINE 4P L NAANAMNT aomPP: requirements, request import

2) oG8 deno- IC PAI°1T @A permit from the Authority;
avd.09° LU AMANAMNE “1Pl-1: | 2) Enter an agreement with donor

3) AaA  0CAHI @ AQANANE PPLNo-7 and submit this to the Authority;
PeE AT P14 PLNTT avld¥ AOCAD | 3) Provide the request about the
e ovAm-T-: donation submitted to the Authority

4) POCKS Dyt oL UIC o0 and the permission obtained to
A0 T AQAAANTE PPN ovlB the donor;

A@ TS a7 PP 4) Ensure that the information

5) haasr»AMr- 4P APTY  P0CHIT- provided to the Authority to get
w2 & WIC 0P AATIN0 T the import permit of the donation
haoo PHG @ L9° hhaoP(lA: is correct;

6) POCAD) ol wf UVIC o071 | 5) Not to import, handle and receive
A1 P AQANANT APlo- AT medicine donation without the
(-Hé.PLAT av( it avP'r7 TP permission of the Authority;

7) POCKI a5yl AJAevas %477 | 6) During importation of the donated

AT AJaop T TPl NF ATS.@.A
2 K aPAy H

medicine, ensure that it is based

the request to and authorization
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8) N6CSI  Aa1T &t Praf
a' NG PhI° T+ aopamipe Ce:
(Stock Card) PTMIET w0l

ATLHDE TNl

9) POCSHI av:dy-7 (havphl
NAANANT A“LPCANT 775 0-9°
PeE Con-HOC:

10) 0ACAD)  HPae  ¢79E rLAT
N e Nao €757 1: A’7é.mlm-
YT PPt ARG CRUTTE LA
DALY oo AT ANANANTE
AP :

11) @0 &3%-17 ALHo- ?97710 Qpov-P:
A¥YH: AP PHNT hPTlovy )9
Pav 85717 hmPP9° a0+
ATLUPT CTUDNPE AT

12) PHU7 avand f RN PAT -
7P PG 1L, KAl

by the Authority;

7) Ensure that the donated medicine
is used only for the intended
purpose and for the intended
beneficiary;

8) Prepare or make to be parared a
separe recored and stock card of
donated medicines;

9) Collaborate on any request made
by the Authority regarding donated
medicine;

10)Take responsibility to any quality
and safety defects of the donated
medicines that are caused due to
negligence and report to the
Authority;

11)Ensure that the professional who
handle the medicine,
transportation, handling and
storage, and proper use of the
donated medicine is appropriate;
and

12)Respect the relevant provisions of

this directive.

11. POCAR T av DT Oeno- DALYt

11. Donor Responsibility

1) WOCRI~ e IC AP A
and Q9°:

2) PO0CARS @Dyt oL VIC o0

1) Signing an agreement with the
recipient of the donor;

2) Verify the information provided to

18




9)

AT ANANANT  PPLNm-  avlB
A@ TS a7 PN
naANE 4P ALY POCSD
a5 & WIC .07 hAavAf):
POCKS) ol oL 0VIC o0T
A0 NNANAN PHEPLOT AT

Pel.Ahw-7 0C4S ) N ao P17
S XA 4 L o

AP PPl POCSDS oDt
HCHC avldE AOCHS HPA% “1oP:
POCHS ) ao &5 17 (-taevp-t
NQAOA N A7+ CAAT 75 @-9°
Tk Coo-OC:

NACSS Qoo P7.9E€ AT
N e Nao €57 1: A’7%é.mlm-
NIF 09 PPl ARG PRUTTT L AT
DAL oL AT AQANAMNE
AP

76k PMLIOP Pl 0CH D
haavam-l:

AOCSS PO AP LT
Pav @51 0CSI) haaooOm-T:

4. Am-P

10) PHUF avansf A0 PAF@-

79090 P0G 1L, hANT::

the Authority for the importation of
donated medicines;

3) Import donated medicines without
prior permission of the Authority;

4) Ensure that the authorized import

permit of a donation issued by the

Authority and the medicine

donation due for importation is the

same;

5) Notify the recipient about the

details of the medicines for

donation;

6) Collaborate on any request made
by the Authority regarding donated
medicine;

7) Take responsibility to any quality
and safety defects of the donated
medicines that are caused due to
negligence and report to the
Authority;

8) Not to donate medicine of
unknown source;

9) Do not give medicines donation
without first notifying the recipient;

10)Not to donate medicine without
prior notification to the recipient;
and

11)Respect the relevant provisions of
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this directive.

12. NA AhoFF i+

12. Storage condition

G o9 POCSS) DU T P0e
ooy TI™F PGA AT Lo LA ::
0T e ANANT oL9° NhANT
A o571 RneoF T+ oo VT
oo 4.CAl PTA aoP7 AO-::

Any medicine donation recipient shall
have a storage room. The storage
room shall comply with the laws and
requirements issued by the Authority
or regions regarding medicine

storage.

neA ont
AL AR £7909F

Part Three

Miscellaneous

13. NA 11L& AT ovandi

13. Disposal and return

1) TI5®09° Qn16l: GATT ach, PO
ol N71509° PHV7
avand @ a0 .CAT PT1eTA POCSH D
a3 @& ol PIC avavN
AN :

2) anl:k IC o0 ool PoLTA
avr? QAN P51 ho)1&
avan(, @ av(\ll av@1L hall::

3) avl:ylk: aoa)()-}- VIC
Aavao(Q9® P IC 00T A IN@1L
POLLNEATD meh, ATE NPT
U N0CSI PR AS/we9
Ach,o C71048.77 LUPGTA::

av A\

L

1) Any medicine donation that is not
in the interest of the country or in
any way does not fulfill the
requirements of this Directive shall
be returned to the country of
origin.

2) If the medicine can be disposed
localy, it shall be disposed in
accordance with the authority’s
medicine disposal directive.

3) Depending on the agreement, the
recipient and/or donor of medicine
donations shall cover the cost of
returning the medicine to the

country of origin or disposing of it
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in the country (i.e. Ethiopia).

14. A avlB RPLPNT C7°CT hRéLL

14. Information hndling and reporting

T @9° Caw Dy 0CHI HPAL oL
VIC o-ar L0 POleha: AJPLAT
9477 @wPAF: PP AL PTILOAG
P18 &I oM UL ovlEBG
AT AN e olEPT (A0(-
P eNG  (MMANANE  OAmPP  L7°CT
L4 hAaT

Any medicine donation recipient shall
properly handle and report when
requested by the Authority regarding
information that has been imported
and distributed, that it has been used
for its intended purpose, the amount
of unused and disposed medicines
and other donation related

information.

15. NA P& hPéd

PIEm9° POCSS oDyl oL AIC
@, A0 4.PL Phaha of9°

(Y ovavlf  CrmP0T7?  aoOd.CHT
(o4 4- QAN P2 NS T,
ACI°EPT7 o L9° a1\ +50T7

(-tevatrlt MAPE rC 1112/2011 ool
+&d CMPLA ool P T,

15. Complaint handling

Any person who has compliant
related to any rejection against
importation of medicine donation or
any measure taken by the Authority
to the violation of the requirements of
this directive or related affairs shall
have the right to submit complaints in
accordance to proclamation No
1112/2019.

16. 49701 P71L LT, VT

1) hnwy 041+ 0QANAN'T
POCKS @A T RPPC avavl @
¢PC 6/2004 0L9° N1V “LL0EC
dFao I eC OHOmo-  POCS D
& AT RPPC wanlP  RPC
381/2013 (v av(\ T

foMNow-

anand'?

16. Inapplicable laws

1) Medicine Donation directive No.
6/2012 issued by the Authority or
Medicine Donation directive No.
381/2021 given by the Ministry of
Justice is here by repealed by this

directive.
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(P

2) MY avavl Ot Pdr +50T7
N°2.avpl’ LV7 avavl P P01 PL)
P90 avawi i ACHAC LSO
OLI° PChWLC APL TR
heTla9®::

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.

17. anavg e, 272050 LK
LV avavt e hJwan 21 ¢ 2015 9.9°
P 14277 LUPTA::

%67 160

Ph AL U0 AT ool 5T AA»ANT
P SeLbenlC

17. Effective date
This directive shall enter into force
on the date of 30 December 2022
Heran Gerba
Ethiopian Food and Drug Authority

Director General
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OHA 1: POCAT oDyt L VIC oO0F AN AhéAL W1&TF

Applicant Type [Required document Required
Application letter Yes
Support letter from MOH or RHBs Yes, for first time
Support letter from foreign affair Yes

UN Agency Donation certificate Yes
Proforma inovice As needed
Certificate of origin Yes
Good Manufacturing Practice Certificate
(GMP) or Certificate of Analysis (COA) Yes
Application letter Yes
License of NGO Yes
Support letter from MOH or RHBs Yes
Donation certificate Yes

NGO (local or .

international) Proforma inovice As needed
Certificate of origin Yes
Commitment letter that describes the product
will not be sold to other institutions Yes
GMP/COA Yes

Government Appl.n.:atlon letter . Yes

institutions e.g. Certificate of competence issued by the Yes

EPSS government

excluding Performa invoice As needed

:niYer]rS]jty’_l_ ~ |Donation certificate Yes

ealth facilities GMP/COA Yes
Application letter Yes
Certificate of competence issued by the

Government government Yes

Comprehencive |Support letter from RHBs or MoH Yes

Specialized, Certificate of origin Yes

and General ——

Hospitals Performa invoice Yes
Certificate of origin Yes
Donation certificate Yes

23




GMP/COA Yes
Application letter Yes
Approval letter issued by EFDA, if the study
is a trial involving human subjects Yes
Universities Commitment letter that describes the product
will not sold to other institutions Yes
Donation certificate Yes
Proforma inovice As needed
Application letter Yes
Support letter from RHB or MoH Yes
Voluntgers for Donation certificate Yes
campaign
Support letter from Foreing Affairs Yes
Proforma inovice As needed
Application letter Yes
Approval letter issued by EFDA, if the study
is a trial involving human subjects Yes
::lef_tea}[_rch Commitment letter stating that such donation
nstitutions is only for research purposes Yes
Donation certificate Yes
Proforma inovice As needed
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