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INTRODUCTION

Whereas it is found necessary to protect the public from
falsified, substandard, unregistered, expired, recalled or
otherwise harmful pharmaceutical products.

Whereas it is found necessary to improve efficiency in the
supply chain to make sure the right products are available at
the right time.

Whereas it is found necessary to provide the requirements for
placing a unique identifier on the package of pharmaceutical
products for human use allowing for identification and
verification of the product.

Whereas it is found necessary to provide the requirements for
assurance of traceability of pharmaceutical products at every
step of the supply chain.

Now, therefore it is found necessary to formulate this
Directive on implementation of traceability in the
pharmaceutical supply chain in accordance with Article 53 (5)
of the Food and Medicine Administration and Control
proclamation No. 1112/2019.



NEA ATE:AMPAL PART ONE: GENERAL

1. As=C CON 1. Short Title

This Directive may be cited as “Pharmaceutical Products
Traceability Directive No.43/2019”.

2y aoan/p «“panpyyt et At YT dean/p
&M 43/2011” +Nie AmMPn LTFAA:

2. +Cam 2. Definitions

Without prejudice to the definitions in Proclamation No.
1112/2019, in this Directive, unless the context otherwise
requires:

NAPE ©M(C 1112/2011 P+mMme T+ FCIMPF AT1L+MNE
PI1@> PeA ATNN AA FCFIR P PAMM NALT NN+$C
NHU aoan/ @ m-Ami

“NDARAMT” AT PAFERL PIPIIN AT PARE LT
NAAAMT 102

“0Che” MAT 8PFF NMINNL AINN NTLFA
AN PPPZT NAPNNATE- A&+T PANTFE-T NAPMT
PHAPR ANMA MRIT AAPIR ML FF P+NADG aphaRT
P& M&t $INC 103

“PNF ARAL @D MAF PAARLLT LT P+ARL+HNTF 7
AT AdeT +OPUWYE PRADALF NUCPTT IR AL
9QRY7F PAORGLT NUCR P9 04 AREY1HTT ACPART
P, PNTA PAMH AT/DEIR PLLAT $TNC T0-E

“Sa MTLAN WAT AT OFA NA AT BT FRART
AP NEC $C&F PAF@S N+$INN MRAN P+Ps
FANTTY P PH 11

“Chert 87 AT AR eI NCET NTNAT
@A PP LCIMY ATPN SN P9 PAPANT YOI

“POMPMP MNP LH” AT ATPLF NALTINER
amy7L NMLITT AL ST BUTTHRT MMk

1. “Authority” means the Ethiopian Food and Drug

Authority.

2. “Barcode” means a symbol that encodes data into a

machine readable pattern of adjacent, varying width,
parallel, rectangular dark bars and pale spaces.

3. “Batch number” means a designation in numbers

and/or letters to identify and trace a set of identical
products that shares certain characteristics of
production, including production time, production
date or other similar characteristics.

4, “DataMatrix” means a standalone, two-dimensional

matrix symbology that is made up of square modules
arranged within a perimeter finder pattern.

5. “Event data” means a report of the activities that a

product goes through as it moves through the supply
chain.

6. “Expiry date” means the date up until which the drug

manufacturer can guarantee that the medicine is fully
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N+MN$ AN MPIR AL AOPA PAqFANTT P9 PAL
PLH 78N Y0

“Pap eyt $anay” aypt ¢ ¢ L NAD- PUNIRT NATD-P
N+R4. PAPE 1T MH! Wit ARTE Fham, PaRe/
pap eyt HO B -1

“GAGD hd& PNF ORAP @MC” AT ANAR N7
AGARY PAAMBIR B AN P ADAP A& AT PARAP
®A49° B KN PY LM SmPT PNFMT RMLT
Pa9LI760, AchH PMARL Y-

“GS1-128” MAt B AN P NF MPI° AL PO MDA
128 Ao/ PgRART &ML NNNN 100§

“PIAT® AP & 1L 0P *MC” TAT NE, AN PY PP
AR PORMA PYUL OPPTT ACRAPT PAAM RAR
DEIR ML PF ®AS B AN P $LAD S PE PN FD-7Y
€MLY Pa9LI76by AchH PMARL G-

“hN+8 PUE P2 YL FT AT POV ST O-ASTFD-
@LIe gy FM- P +Nie AT/ MLIR NMeeNCNC
PAUHTY RART BHFG 9oV0F SHD- A8 $CN:
PR ML I PT AT j0-]

“NA@ AINN PTLFA FCATR” AT AL LT LAY
PAT NA® AINM PARFAT PE AN P BLE $CRS
EHF W/t N+PP4 P8 AN P AL 8 A, GS1 AIDC
84 +ANTPTF P+bINM FRANTT TFM-I NAM- A TN
NQFA +CATY P+Nd ATE-ARTE P+$PL 8- AU
MAEADLP, AR P dDHPLe NULPT, ATRUIP
PIPART RALT NAD- AF AN NTFA FCFI° AL
AR FRIPI

10.

11.

12.

potent and safe to take based on scientifically-sound
product testing.

“Extemporaneous preparation” means preparations
of medicines intended for individual patients based
on a written prescription by a licensed medical
professional.

“Global Location Number (GLN)” means the GS1
identification key used to identify physical locations
or parties. The key comprises a GS1 Company Prefix,
location reference, and check digit.

“GS1-128” means a subset of Code 128 that is utilised
exclusively for GS1 system data structures.

“Global Trade Item Number (GTIN)” means The GS1
identification key used to identify trade items. The
key comprises a GS1 Company Prefix, an item
reference and check digit.

“Falsified pharmaceutical products” means medicines
that deliberately/fraudulently misrepresent their
identity, composition or source.

“Human Readable (HR1)”

characters, such as letters and numbers, which can be

Interpretation means
read by persons and are encoded in GS1 AIDC
(Automatic Identification Data Capture) data carriers
confined to a GS1 standard structure and format. The
human readable interpretation is a one-to-one
illustration of the encoded data. However start, stop,
shift and function characters, as well as the symbol
check character, are not shown in the human
readable interpretation.



13

14

15

16

17

18

19

“68” MAT AL TMA MEIR hh RN 100

“IN6 Xde&” AT NARLI1F FOCT +P8TR, AL
AR PARRET PAQ 4G MRIR PAYAME NOAT Rrh&
@EI° AN T NMALLE &N NANSTF PN+t
K&T BRIRL-AT

“CcBNEN BT AT PHAPR MREILRTY PPHT
AT33H @LI° ATHNTFF + A P+HIES NAR LT
MCeT  WIWAT N Pwise 0P AT
PARAP@-I® N+N -8 Pepett ADPH ABAP &M Y0r]
“@n+C 8F” @AY PALADM UF N+HehNek MLIP
NU8P GAJe PA PRADNA NACL PAD- PAM-I+HE
IR ANA NACPF PaQPAL aBZE ya-E

“@ALL”  MAT  POREILT  JRCHT  AGRATATE
ATININT DLI® AT MPAA MLIT® ATHIA) PR M4 11C
US PAYE 9°CT +BM MPH AT ArT PMIALP
®ARNTY Pht AL

“FNam” mRIR “tMPI” AT PARL Lt +MPm,
[

“ap eyt AT

U) PAM7Y NAZFT P+HN @LID M5 LAY ANAP
LD AATPCAR Ut METR +PPH JRANSTY
AORADCADCT  AGRPRgRE ARSI DLYP
AGENANAT

A) PADT ANAR MBIR AATPCAR ANLC NMPT
@A ATIN+HhNAT ML INZNT AGRARAR
MLI° ATARALI DLIP

M) NgRa NAteC PAGHITY OOPERC  mEgD
Y590 PAM 1T +LMCAR NG NMP,

13.
14.

15.

16.

17.

18.

19.

“Item” means individual article or unit.

“Label” means all labels and other written, printed, or
graphic material that is affixed to pharmaceutical
products or any of its container or wrapper and
includes an insert.

“Logistic unit” means an item of any composition
established for transport and/or storage of
pharmaceutical products that needs to be managed
through the supply chain. It is identified with an SSCC.

“Master data” means attributes of a real-world entity
that are static (unchanging through the life of the
entity) or nearly so.

“Package” means any article that may be used for
filling, inserting or wrapping or packing
pharmaceutical products and includes the immediate
container and other wrapping materials.

“Patient or client” means the end user of the
pharmaceutical product.

“Pharmaceutical” means any substance or mixture of
substance:

a. used in the diagnosis, treatment, mitigation or
prevention of human disease, disorder,
abnormal physical or mental state, or the
symptoms thereof;

b. used in restoring, correcting or beneficial
modification of organic or mental functions in
humans;

c. which are articles other than food, intended to
affect the structure or any function of the body
of humans; and which includes articles
intended for use as a component of any articles
specified in clause (a), (b) or (c)
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MAN ACPADMMI PR M YFMIR IM-11C
DLIR PYINLIICTF UL BT NI0-N-AT$& (U)F
(A)T LI (h) NC AN FPCHF M 01T PTULM-A
MIFDIIR TRLIICT PMPAAAL
“an eyt ASCNT WIWAT” AT haRyAm- ANN
Mm@ PA PCHY TIRLTTT ML YIC TAINFT:
MN4LATT APAMTT MIZHYT PFRY 378, 9°
AT AN +INGT P PMPAL POREILT &NF
NCYF 70t

“rEAT PANT L 31F AANAN” MAT PAR LT
LUTMTHE MeFT LPAYT MLID @MYt dPa e
ALI1DE PHeNeNZE P+ANtT MEI® PUNT TAS
O& PHI4NT MLIR AATF dOAA FEATT dOF4
ALITD NIT@I° HE-OC FI92  ATRANAN
PR 12T BT NNATNLE &ATF NINS MADMTT
ML +aPAR ALY A PNFHTIRE

“tNgd L0 PAD CPAP MC” @AY DY P PTRRNAM-
+APPeRG PARRIME NAT-ANLC DLID HEPTY
NAM$ge PARALM. PEML MRID PEMCT &LAY
PAPA 101

“tNh L Peyt MPH Ne” MAT PASCNT P LT
AGPARPT PARMRA RAE MEID &Ml PP AP
RANETAT AhHT 0B AN PY $L0D $MPT +NL
ML AT PI9LI768, AchH PMADZ ADAR (-1
“LBMT PAMNP LT MAT L P L P+AMD: BT
PAst £ZEMT MLID HOCHE APNLCH PATRA MLGP
UARYID PAGRA 0B85y 3 i

20.

21.

22,

23.

24,

“Pharmaceutical supply chain” means the flow from
the origin to the consumption of pharmaceutical
products covering the manufacturing, import,
distribution, transportation, storage and dispensing

stages, as well as other types of flows.

“Recall” means a process for removing a
pharmaceutical product from the pharmaceutical
supply chain because of a proven defect in quality,
safety or efficacy, a falsified label or any other similar
defect. This does not include pharmaceutical market

withdrawal and return.

“Serial number” means a numeric or alphanumeric
sequence of maximum 20 characters, generated by a
deterministic or a non-deterministic randomisation
algorithm.

“Serial Shipping Container Code (SSCC)”means the
GS1 identification key used to identify logistics units.
The key comprises an extension digit, GS1 Company
Prefix, serial reference, and check digit.

“Substandard pharmaceutical products” means
authorized medicines that fail to meet either their

quality standards or their specifications, or both.
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“CACET  WIWAT  +PTR” MAT  ayyFm-yge
m e 51+ NMIRLFE MAMMTT NG AT TNTFT!
MmFCFC L9 +aeyye  +NC  ATIhTmY
P+4PLAT NARL ST 20t ATNAT ACYT BN
PN+tE ND M-I

“PaD eyt LT ATTA ALY AT NACET
ALY mETR WIWAT @A NHAR BLEPT AL
MLLF PMLLY ATPN PN ATALTR $L£9P PINLET

ao/8 ATDP AT ATPNF+4 P99 PNTA LYY 10

“0y98 9" AT NMIF@-I° PADLITF  ASCNE
WIWAT O-ND ANPLSR P+OAID-T aOLE ATY T
Pag. PATFA P POMAYTE PFHH MRIR P+AM aoe syt
(3
“AR ODAP” A9AT AL DMLY NATE NAL +aPAAL
ey % IC O+ US NT9RT AN PayT4A 85
PPH AT NAM AINN NT9FA @@Ah NAhH @LI®
NAAHT NERAT NAREILE MR 1A K& AL
Prdaem A B jan:

“PA+AOHIN ALY AT AL et NA T4 P
MNP AL APA NNANAME PA+ITRIOD AG/MEGD
2L PATAMM: US NUILE o dPALT ALAPHI

RYR1N PAL b AT L1 Y AR ERICIRE

“m¢I1m” MAT NARE YL F MALP AL P F+aR mege
PHAME AR OPAP &40 NAJRLE MRIR ATRIT
N PR9 SCEFT AMEST+ h+AME AR GRAP IC
PARENAN aBP+Y PARARANCS PARL 7 BT Y-

25.

26.

27.

28.

29.

30.

“Supply chain actor” means any person in the supply
chain to manufacture, import, distribute, transport,
store or dispense pharmaceutical products or is
involved in related activities.

“Traceability” means the ability to track forward the
movement through specified stage(s) of the extended
supply chain and trace backward the history,
application or location of a pharmaceutical product.

“Trade item” means any pharmaceutical product
upon which there is a need to retrieve pre-defined
information and that may be priced, or ordered, or
invoiced at any point in any supply chain.

“Unique identifier” means a numeric or alphanumeric
string captured in a machine-readable data carrier
and human-readable form on the label of the
pharmaceutical package that is associated with a
single product or product group.

“Unregistered pharmaceutical products” means
pharmaceutical products that have not undergone
evaluation and/or approval by the national regulatory
authority for the Ethiopian market. This does not
include those pharmaceutical products subjected to

permitted conditions under national legislation.

the
unique identifier affixed to, or imprinted upon, a

“Verification” means determining whether
pharmaceutical package corresponds to the unique
the by the

manufacturer or the repackager.

identifier assigned to product
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“NUAR HATPT” AT A1C NPA PUIS NATRL Phnt

R8I0 NUNZHAMT +eNLest P17 dmdt PF
POKPEY MLIR PAINATT +PRAT PARYLGH

ML PAE MNN NAM$I PMAM  PHRIRT

AT et 101

“CA+E /8 MALL” AT AL LI DHP

NAL ++8, MALL ALH PR TA 10

“8 hPL” MAT NTAT ATNN PALFA P8+ FPAAP
*INC PP N ATRINNT ATILZ9 P99 P7A4
LR TR TONE

“8 PIMT” MAT K1Y 83 AAPAPTT AARIIAR AT
ATPMNA PRLS P8 N&L T

“00" MAT PHLAPC AE DLI N9 PND-1F AT
PtAMM AN 101

MITMI® NDIL  RF PHIAR ATIAAR AR

LM IRLA:

3. GAM

PHU ardn/ p gAY

1.

NAhN+5
NA+ARHIG: PAPMPTR P THPTF@ TNGP hALT

4NN 2/BFM™Y hAmMN<:
hNe  ATLANAMT Nh+e2F @@L 48 hUr

ao &5+ F MNPE

. Pyt APCNT WIWAT ML @MFTI71TT

MAARN?

31.

32.

33.

34.

35.

36.

4

“Traditional Medicine ” means a medical service
using plant, animal or mineral product or physical
means out of indigenous and customary knowledge

which is accepted by the society;

of
packaging that may contain one or more primary

“Secondary level packaging” mans a level
packages or a group of primary packages containing a
single item.

A data carrier is a graphical representation of data in
a machine readable form, used to enable automatic

reading of the element strings.

“Data element” means a unit of data for which the
identification, description and value

representation have been specified.

“Person” means a natural and juridical person.

Any expression in the masculine gender includes the
feminine.

3. Objective

The objective of this Directive is

1.

2.

To protect the public from falsified, substandard,
unregistered, expired, recalled or otherwise harmful
pharmaceuticals,

To improve efficiency in the pharmaceutical supply
chain regulation,



NMOMNT OPF T°CHE AL AR APAP ML) AANT =

3. P@EYIT et ATtA ACYT NARHCIT 3.
PaR Lyt APFT ML ITIDT AT A NARE S LT ATPLT
ANARERT ANG4LT PTCFC SCEFTT MG A4t
A, +2TF AT AT PARESLT ORAN T PNTMm-*
ECEST ATLMMNTMY 9927760, ARAMFT AT

4, PaRE Y1t APF 99221 AttA ACYT ANISE 4.
@A CHF +INGR ATUT TLL0 10

4. PHEAM 7T OAY

ou a'DCI'Dd'P:

1. NAFE&S +0OHING® AAD- UAIRT NIQM-A
a e $F 4890, RUTA:

2. PHU AT$& 0-N AR (1) £719% ATL+MN$ UF
NANAMF NANGD P FHHE LT PTCLTD
me syt AT NPAA +AANAD- ANG PIRTFA
mey$F AL $LMP NAMT PHUY aeavgp
£191PFT PN4BTIA:

heA AT
AR aPA P
5. MPAA N4 CYH

1. NINE @A® PaYPAPA LATR PR F P9L 1
0SPT mRIT® “AeBNth BLF” AR dPAP dopH
AANTF@-::

2. MIF@IR PARL Yyt AIPLF PYNL 0P  +ORCE 2.

To develop a system in which the identification,
authentication and traceability of a pharmaceutical
product is guaranteed from manufacturers to
importers, wholesalers, healthcare providers and
retail outlets, and other points of dispense, and

To enforce the mandatory requirements and the
implementation of identification, authentication and
traceability of pharmaceutical products.

4. Scope
The Directive shall apply to:

1. All pharmaceutical products registered in
Ethiopia which are intended for human use.

2. Notwithstanding sub-article (1) of this article
the Authority will enforce provisions of this
directive focusing on prescribed medicines,
program medicines and medicines easily exposed
to counterfeiting.

PART TWO
UNIQUE IDENTIFICATION

5. General requirements

All pharmaceutical trade items and/or logistic units
that are distributed in the country shall be identified
with a unique identifier.

The unique identifier for a trade item shall be
assigned, at the latest, when the trade item is
physically created by the manufacturer of the
product.



3. PHU ATPR 10N AT$PZ (2) £7I2 AT18+mMNe UF 3. Notwithstanding, what is provided under Sub-article
(2) of this article, when a new trade item is created by
co-packing of two or more physical items, the

P98 0P PARLMC /AT LTS PR PR/ ARRN AT AR repackager shall assign a new unique identifier.

UAT @EI NH.P NAL PUF FRCHF7 NTIMARC A8 N

@MAP @AM AANF::

4. NUAIR PUA+E AT NH.P NAL PA PAANFTANR £Z8PF 4. The unique identification data carrier for all
secondary and higher packaging levels in scope shall
remain on or attached to the pharmaceutical

NM@&LNt 1 AN AL +&E MLI® +AME dD&Pt throughout the life cycle.

AR P PAR APAP &3 APd PCR NINP

AANT::

6. Composition of the unique identifier
6. PAR AL hh PP

1. IFM-9e PADe Yt AR APAP NYAIR k&g P/F 1. The unique identifier shall be constructed according

to the globally accepted GS1 General Specifications.
+$NLYF NAD- & A PYT AMPAL AL CF dAPwW/F

PH(C AANT:

2. @IGFM-gD Panp Yyt AR ARAP +NFFL PLP7 PhhH 2. The unique identifier shall be a sequence of numeric
or alphanumeric characters that is unique to a given
secondary packaged trade item, tertiary packaged

NzZ&+¢ @A1e ™-AH P75 P98 4 mege trade item or logistic unit.

MLID PhhHST £LAT $INC BT NUA+E T9R1LeST

AeENth 01T PALAM ADA P Y-

3. NANAMYF N@PHIEM Paeeyyd deHCHC AL 3. The unique identifier of the secondary and tertiary
package indicated by product lists published by the

MITE-TD PLATTT  ANEE TALE AR APAR Authority shall consist of the following data

P N+ATY P8 F TMPF AP PH AANF:- elements:
U) PAAT® A& 1918 P &ML a. Global Trade Item Number
A) PNF DLIR PAet ARAP & b. Batch or lot number
. Expi
h) PAD MY P Nk IH, c Xpiry date
d. Serial number
) +nFFL7F PAM- APAP €[

4. @IGF@GD ALy PE AN PY APNLCF NM,MLed 4. The combination of the Global Trade Item Number
and serial number shall be wunique to a

pharmaceutical product as stated by the GS1 General
PAM- OPAP @M( 78T AARE Y1+ ATL AR dPAP Specifications.

mw/t PGATR Ad& 19L& 0P ®MC AT +hFFR1%

BUTA:
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1.

. qYF@-go

. PHU ATPZ 00 AR (3) £71I91 ATERTMNP PSP

PaDe syt AGRLE NYON-ATPR (3) Ntmenrt
m/EPF NS NARAPM- AL TN+F (LA
ANAAMET QU DP AANT::

pace st AR dPAP NUAD PAIALP

LLEPTF AL AOpam RANF::

. MITOmIR paee it PARENtHh RLPF Nt+hFe

Pepett AR PH NG APAPF AANT i

. NeENLA RLk PARFHH 3912 0 NUPY N+hFe

PewetT AR PH NE AT NAR APAP ARAPF AANT::

. thF+8 fepit P ne NE AN P NtPIRMO-

AMPAL OALCT OwWlF N&IM HPI° AL A M4
BFAA:

N+APP PANTANT BLEPTF AL PA PAR dPAPPF
AV NATELE PO-ND PARANTCLNN A% ab P
AAN::

7. ARMAL A8 9/ PMEMPPNT U2

NAAME AT N+AT IOCHTF AR APAL ALMES £FAA

U) A9 A78°T NF +NA L Y1C @-Nm PaRIN
e Fi

A) NNANAMTE 0T NAR U1 N&ARHINT ML U1C

@-NP PRI Ao ey i

h) AMét GRCADL. Pan, M- D LY S

an) N9 PARAM- PARL Y1 F §aG PFE

W) NUAR a1 ++1

Z) Nae e 51+ N+ Phbanae an oy ff

5. Notwithstanding to sub article (3) of this article, the

manufacturer shall notify the Authority if they need
to add information other than the data elements in
sub-article (3) in the unique identifier.

6. Unique identification shall be assigned to all package
levels.

7. Logistic units shall be identified with a Serial Shipping

Container Code.

8. When the logistic unit is an orderable trade item, the

logistic unit shall be identified with a Serial Shipping
Container Code and the unique identifier.

9. A Serial Shipping Container Code may be re-used as

indicated in the GS1 General Specifications.

10. The relationship between the unique identifiers of

different packaging levels shall be captured in the
manufacturer’s electronic internal systems.

7. Exemptions of carrying a unique
identifier

1. The Authority may exempt unique identification for
the following products:

a. Pharmaceutical products imported for

personal use only.

b. Nonregistered pharmaceutical products
imported on special authorization by the
authority.

c. Pharmaceutical products for quality analysis.
d. Free samples of pharmaceutical products.
e. Traditional medicine.

f. Extemporaneous preparations.



N) ARRJ 1H ML U1C &AM PRI+
ALIRC NACSF PHITF AR e 51T
N) PAR APAP AN18E AWLLC +9NLR haeUr N&T
PHanl+ AT 1A6 R & P+RLINTFD- a0 L5 Pt

neA nh+
83 K4
8. MPAA NLCT
. TYFaRGR PARE YT AR APAP N8 3 hed APPC NG
AN PTAMPAL AONLCT AWt PF AR dRALD-TY
ATRALE Pag PATA FAAAT $T1MT 83 &F AT AP
MNT®Y PPN TA PUT AANT::
. PUATE B2E AP AR ARAP ML NE NARGPL NE AN
Py 83 MFLAN MNP ARPADH KANF::

. PWAHE BB AP AR ARAP ME hE NARGPL NE AN
Py 84 FLAN AT/MLIR NE AN PI-128 MM
mam AANT::

. PABNELH R AR ARAL NN Pt AR P g
IC NMELS NE AN PT AMPAL OONLCF CPWt
L N NADHPL ARbaDM AN T::

. PARL AT AR APAP PYAGD A& F91 L 0P ML NF
hUy P8+ APL®™ NE AN PYT AMPAL AL CH
aw/F anNTMmY AANF::

9. P8F hdd ™NLCH

. FARATTERTYT ATRZI70G ACRARE NAYE PARe 1t
@MALP AL NATL NAL NA UAT 17 NCheTY
DM NANA 1M
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1.

g. Donated pharmaceutical products other than
those imported for emergency cases.

h. Products manufactured and labelled prior to
their unique identification compliance dates.

PART THREE
DATA CARRIER
8. General requirements

The GS1 General Specifications shall be used to
construct the unique identifier in the data carrier,
which allows the identification and accurate
decoding of each data element of which the unique
identifier is composed.

The unique identifier of the secondary package shall
be encoded in a GS1 DataMatrix.

The unique identifier of the tertiary package shall be
encoded in a GS1 DataMatrix, and/or GS1-128.

The unique identifier of the logistics unit with a
Serial Shipping Container Code shall be encoded as
stated in the GS1 General Specifications.

If the required unique identifier is only the Global
Trade Item Number, appropriate data carrier
according to the GS1 General Specifications shall be
used.

9. Data carrier specifications

It is prohibited to use multiple two-dimensional
barcodes on a single packaging of a pharmaceutical
product for the purposes of identification and
verification of the authenticity.



2. NE AN P11 8> MFLNN N+ene PaR L5t ALY

AARPY NG kN PT AMPAR NLCH W/t
T NChE ATEI1F ARA ALPE BFAA: 110
9% @EILERT ACPART MPIR AL PAMAD JAID
A& P19 0P €MC NUARIR NC hE PANTTF AL
AL 9L AP AANT::

. 87 APLDT NHAPANt APTIARMTYE YTaP+T A
ek IPC PEAN PTT AMPAR NLCH
amw/t NML L NANAME HCHE I L8 ALY POMA::

10. né-+5 +10N7+

. MITDIR P8 F AL M AN YT AT HP+HTD-
Pst £28 PE AN PY AMPAL MOALCF dRh+a
AANT::

. MITO-9R PARE YT AIRLTF PR hPd UTARE
DeTT AGEMMECT  dPHOIN AGRPH  PaR PATA
PAWGC NCYFT ASL@m £7NA:: NNANAME A,MPPID
NN17L ANLAIE PAPAMT 9183~ AANT::

. MDD PaReyyt  ATRLF NUAID PARE Y
MALLPTF AL O PPy PUTMRF Mt RGP
LI AANTF::

. MITDGR PARL Y F ATRLT P8 F APLD M-t AR
a4.4.37 ACHPNT AT AT -0, P +80F PT7F Ak g

P FA UPRY LI AANT::
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An additional barcode according to the GS1 General
Specifications, besides a GS1 DataMatrix for the
identification of the package in dispensing is allowed.
The Global Trade Item Number for the identification
of the product in both barcode symbols however shall
be the same.

For the data carrier, guidelines will be issued by the
Authority specifying placing, printing and quality
according to the GS1 General Specifications.

10.Quality and readability

The data carrier quality measurement processes and
minimum quality levels detailed in the GS1 general
specifications shall be followed.

The manufacturer shall have a procedure in place to
control and document the print quality of the data
carrier and shall be able to provide documentation
to the Authority upon request at any time.

The manufacturer shall ensure consistent printing
quality across packages.

The manufacturer shall verify that the data carrier
can stand moisture, abrasion and other external
factors possibly influencing the data carrier quality.



11.N7A6 K& AL 8F APLT
NAMHheam

. 8 hPAM NA% NTLFL AN NARLI1+ A6
K AL OOF+gD AANT::
. 83 APLDNHCT MLI® NMEME PAINTPD- NGA AL
@D 5t-gB AANT::
. 8F APLD NNCHhE T9INNPL AT AT8LINN
NTNARA TFTFM-9R 17C AORLT PANTFI::
. 8 APLD NALISTS. MALP N+APANL 17 AR
D gt-gB AN T::
. AR OOAPLPTFY NAYATL AL NtAML dRAR aYnbaDm
PR FAM-:-
U) NHU aoans @ A& 20 (2) AL N+L7770- PAR ARAP
PFHeING AERF LHT DLID
A) AFINC PTRFA PUTT AT/DLIR PERALA ATl
NRPC APC (AFPAA PF912 9RART dPNFY
ATIAMNS: PAPAFMF/TANLN TALLD- goy9
9Lt LA+E ™ALL PAANT hARhF0F mEIR
TANtH P+wi. NPT DH+) mRgR:
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11.Placing of the data carrier on the

label

The data carrier shall be printed on the label of the
product in a good visible manner.

The data carrier shall be printed on a flat surface.

The data carrier shall not be covered by anything
which prevents scanning of the data carrier.

The data carrier shall be placed on the same side of
each package.

Placing the unique identifier on the package by
means of stickers can be accepted

a. As per article 20(2) of this directive, during
the grace period of the implementation of the
unique identifier; or

b. When no legal and/or technical feasible
alternative exists (e.g. safeguard of trademark
rights; glass/plastic immediate packaging
without outer packaging; etc.).



6. AR MAPPTF NAAME NENC @Ah NAemm-N+ 6. When placing the unique identifier in a sticker the

following conditions should be met:
®&F ATHU L0 1 F+PF aRa) AT AANTFO-:-

U) 4R aeAf@- PA+aRNF AtHC haree MAT PO IC a. The sticker on which the unique identifier

78 PP Nthé AThh PmeTaAT af1m- is printed should become one with the

package, i.e. the sticker should be tamper-
ASNAR @RS Adm ARFENT aPynt evident and it should not be possible to
PO e FA AP AANT:: remove it without damaging the package

or the sticker itself or leaving visible signs;
A) AR APAPM- PF+dDNF +AME PARANGD hdD./t

ACYTY Wit NTLL NATRELF dRednm
b. The sticker on which the unique identifier

AANT:: is printed should be placed by a
manufacturer under Good Manufacturing
Practice conditions.
7. NHU AP ke 11 (6) P+MPAD- ATL+MNe ST 7. Notwithstanding article 11(6) of this Directive,
placing the unique identifier by means of stickers
should never be allowed when:

NHU NFT N+HZHST UiPT AR aRALY NAthC
AR ARAME P+NANA 70-:-

U) +1NM7F7 0PN +3+A AUP7E
A) AR GOAP@- PF+ADNEF +AML NTIRLLD- MELIP a. itimpairs readability; or
NtAMLE- AR F8F ALECH MRIP NTIATPO- AL b. The sticker on which the unique identifier

is printed can be detached from the
packaging without damaging the packaging
mgegn or the sticker itself or leaving visible signs;

goyIR G L1F P L TRANT AL+ PR 1N NUPYE

h) AR MOAPD PF+aONF +AML NAA +AML AL or

ATRAME +2CY P+HHIE PP P+ihh AAMUYE c. The sticker on which the unique identifier

ACHY G MCMLY APANTA PALFA NPy : is printed is intended to be placed on top of
i an existing sticker, as this could engender

confusion and suspicions of tampering.

NeA hét PART FOUR
nh® AN Pmi:'f.‘{\‘ :}‘Cﬂn"'i?’:f‘ HUMAN READABLE INTERPRETATION
12. MPAA (L C+ 12.General requirements

1. PAR APAPM- POQ PNFFFM-G N8F APLM PP 1. The data elements of the unique identifier encoded
within the data carrier shall be printed on the label or
package as Human Readable Interpretation (HRI)

MLIP Phet ADA P (Y PAD(NPAY P A5 P TH, Y AT containing Global Trade Item Number, Batch or lot
number, Expiry date and Serial number following the

8FPF MATI® PYATE b 9L 0P RAMLCTII PNF
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+haL27F PAG APAP €MCY NARPH NAG- ATNMT
NMFA +CAMPTF aeAh NHALLD MLIT® NG
v AL P F+9° PF PE AN P NFT18CE AMPAL
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U) PAR @PAPD- Paq PhAtZF@- P8F $TIMPF  NAD-
AINN NTFA AR NALLM AL dDgtge
AANTF@-:

A) NA@ AN PALFAD- FC3TY AT N8F hPdM AL
PN+ 1AF ATE 9L dRPY AANTE

A) NA@ PARINND- +C3T% ANAP 330 NE$L TOMY
N8 hed@ 17 A7 NATE N dReanm PANG
U AeMAM.ge +INNIHET 1ARTH ARZLAT
PHP+EDY PNCNE Mt NARA dRAN doPy
AAN::

@) AFYYR TMALPPT PNTF €M4T AT PADMPR P 7H,
MNb LD BT AT ATAPMA PNF NN NA AT
BU NMALLD- AA @77 hthtt+/n+Rd NA®-
AINN PFA®- +CATR AR PNF &M AS
PADMPaR P 1H, T9NEP AT FLM- ALMPP BFAA:

2. NHU  A1$&  I0-N-ATP& (1) AL Pthemma-

A18+MNe PP PNT &My AT PAPMemm P 1H,

PARPNPNTT T hBF APLD M OBJtamT

ATNPLT PNARAMET .9 TTH PRLAJA=
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rules and recommendations of GS1 General

Specifications, including but not limited to:

The data elements of the unique identifier shall be
printed on the package in human-readable format.

The human readable interpretation shall be a one-to-
one illustration of the encoded data in the data
carrier.

The human readable interpretation shall be placed
besides the data carrier and grouped together where
physically possible while maintaining the human
readable interpretation legibility and minimum
barcode quality.

For small packages, when there is not enough space
to print batch number and expiry date, it may be
excluded from human readable interpretation on the
label, as long as it is present at another place on the
package.

Notwithstanding what is provided under Sub-article
(1) of this Article exclusion of printing batch number
and expiry date next to the data carrier shall be
requested from the Authority.
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2y aeangp  PAYARANSF@- PARE YT ACERet
wIWAtT +PTL  ANAT PATETY doEnyt hJIPT
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8 AANTF@-::

£y anan/ p paq MANSFM- IR PAR LY F LT
WIWAT +PTL ANAT &CEFFFDT AT AT M,
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PART FIVE
MASTER DATA

13.General requirements

The manufacturer shall share product master data
with the Authority for trade items and logistics items
within the scope of this Directive.

All supply chain actors within scope of this Directive
shall share legal, functional and location master data
with the Authority.

All supply chain actors within the scope of this
Directive shall obtain a Global Location Number, to
identify their organizations and important locations,
including:

a. Location where items are manufactured.
b. Location where orders are received.

c. Locations where orders are distributed.

A guideline will be issued by the Authority to provide
the product and location master data requirements.

The data elements of the Global Location Number
shall be according to the GS1 Healthcare GLN
Guideline.



1.

U)

A)

hed Nent
pan eyt Ceet ATTA 4CYT

14. 87 ™ PH AT MI&T

MY M-I° PARL YT AIPGT MBTR PARE YT AdLN,
NHU aean/p P+h++@y eyt NP AL NPA
Nt PAReFLkY AR APAPL NN PARELt

ACeet ATFA ACSF ANTTR N TDNTNT AANT::

. NARe ST et WIWAT N PA AhAT Na™i

AT 9OCT NTPNANT DL TID NI Phé-EANT DET
PAR ODA P PAD O Yy F et NHTA YT aB/E
NRANTCLAN HE NTIMTPC PAMT AANTFO-::

. AMTPLMm P AM-F PR Y1+ 2Coet ATTA ~CYT

an/Bgo Paq N+A+T A9 AT AANT:-
NHY @ealp N+edMmEm @w/t e y+Y
PHENANTTT P&LATT $7F AGTT PAGT ASMMLE
NHY aeaesp  N+edMmam dw/t  aeyy+Y
PHPNANTIT PHéLANTT PNF AL AT

) PtPNATT AL STT TRY6e?

@) Ph44 AT aRe Y1t M eA N:

w) Nk 1H 927 AP+NTmY AT8A P48 PLLT B85

@ATFIR 17L ARBNAT AT PFATY ARALFT a933H
AS PARAANATTY A9 7781

Z) ek +htde 0398 6P Ui F IRC P19 L O P D

A MmIPANTY Ut PAR.ARANT PNLHIN/ PY91L 70
/8 A PY NAP33H AL PAI PAPM$a P 1H, T9N% P
PALEI NINP ATBANATN +8L7E PHAME PHALPE AT
PN/ +MPm, PFEA dOLET

16

PART SIX
TRACEABILITY

14.Data Capture and share

The manufacturer or supplier shall notify the unique
identifier of the product in scope to the National
Traceability System placing the
pharmaceutical product on the market.

before

All  pharmaceutical supply chain actors shall
electronically capture and share the unique identifier
with associated traceability information when they
receive and distribute the product in scope

The traceability information that shall be captured
and shared includes:

The date, time and time zone in which they receive
and distribute the product in scope.

The physical location where they receive and
distribute the product in scope.

The source of the product in scope they receive.

The destination of the product in scope they
distribute.

Business steps, which identifies what, was taking
place from a business perspective at the time of the
event, including but not limited to receiving, packing,
unpacking and shipping.

Disposition, which identifies the business
subsequent to the event of the trade item including
but not limited to in transit, expired, recalled, stolen,
sold and dispensed.



A) P78 NS AR-O-MY PR LMANE ATL PIH THHH

MLI® £/A% P Nk PR PAR AR/ B PTF:

. MITMm9R PARE Nt ACERT  WIWAT  +PTL
NATRZ+F@T AA+PNATET NAAZIHFO- AT/DLID

NARMF@ Y1 $F LNCE R PH AANTF@-:
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. NARe 51t NCeet N PR n+T PARe 51T AR ABA L

meyi£Y  NMAANt  PMHIE AT MEIR

PrARTCLA aOZ8 aon+F AANT::
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€MC NAR APAP P+AP AT ATE MLI® hHP NAL
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g. Business transaction, which is relevant to the event
that is occurring, possibly Purchase Order, Order
Confirmation or Invoice.

4. All pharmaceutical supply chain actors shallkeep

record of the linkage between the products in scope
created, received, processed and/or dispatched.

5. All pharmaceutical supply chain actors shall keep

records of the events for a minimum period of one (1)
year after the expiry date of the pharmaceutical.

6. All pharmaceutical supply chain actors shall be able to

retransmit, at the request of the Authority, events
already communicated to the National Traceability
System.

7. All pharmaceutical supply chain actors shall capture

and share possible errors to the National Traceability
System as soon as they identify or become aware of
this fact.

8. The unique identifier of the product in scope must

appear in all accompanying documents or electronic
messages containing information related to the
traceable item.

9. The data capture shall be done by scanning of the

data carrier on the label with a scanner. In case
scanning of the data carrier is not possible the
Authority should be informed about the issue
immediately.

15. Data aggregation

1. The manufacturers shall aggregate batch numbers

and/or serial numbers to establish a parent-child
relationship between a serialised, uniquely identified
parent (which effectively serves as container), and one
or more objects, which are contained.



PADE It IYTIF AREML PARLYik PNF dRAP
&MCT HNFFL TOAL ML MMADL KANT::

Pan eyt RIRLFT ATLTT P9 PATR ANAT 9RCREY 2. Manufacturers and repackagers shall aggregate all
products to the next higher (less granular) packaging
level, up to and including the logistics level, identified

M emAM NG PA PIIALL £28 TOMAD( AANTFM-:: by a Serial Shipping Container Code.

ANANED- N+NFFL Pebeyt A PH NE ML MAPD-T ML

ao p-y 2% Naogh,/AM- MLIR NG NAD- PA9R1P /8 3. As long as a pharmaceutical product is contained
within a higher packaging level and parent/child
relationships are maintained, supply chain actors may

MCeTt WIWAT +PTL PaDgh,/AM-Y A9 P Panqg capture only records of the movements and locations
of the higher level (parent) item.

ANNHN++RT 9785+ Adh+mMNe  &2h Naeegyi+

N AT ATPNSN CNCE NF AP PH AANT::

hed NN+ PART SEVEN
AR AR £791PF MISCELLANEOUS
16. ¢7CF NATLLA/HIN hAMPLN/ 16. Reporting

1. 9YFMm-g° PAR eyt et WIWAT +PgL NHU 1. Any supply chain actor that encounters products
within the specific scope without required unique

identification captured in the required data carrier or

aoAP PAM MEID ANT +L207 AAPHI PARLTFA 9o F non-scannable data carrier shall inform the Authority
immediately.

NARaRL P N+ M@- AW/ T § 4 hPPTT PANH+ AR

APIMMMm M8 LM+ ANAAME PMIADP 918
AAN::

2. RYFM-gD PADE Yy et WIWAT +PTL AR 2. The supply chain actor shall inform the Authority
about any stolen or lost pharmaceutical products

®AP PAFD- @EIIET AMET U ANk with their unique identifiers.

ANAAPAMT PARAMS )., 3 KANF:

17. eac+NNC 18 F 17. Duty to cooperate

NHU daean/e m-AM e+edmm- JALT+ +9INC AL The concerned federal and regional governmental bodies

and pharmaceutical supply chain actors shall have the
ATRMOA MTFDT° PLLLAT PRAA MYt AhAT duty to cooperate with all appropriate organs to execute
AG NACEF WIWAT AT P4 NALCA ANAT PaR+NNC their responsibility given in this Directive.

9L, hANF@-::
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18. ANT+8L4LP ACTE 18. Administrative measure

NAPE €MC 1112/2012 A18.U-9° NAN+SLLP ACIRES  In accordance with Proclamation No. 1112/2019 and the

directive on Administrative Measure Taking and
PeF hPlf) MMLP MWAT NALAME NMHE+TANS Complaint Handling Proceedur, the Authority, depending

ANAT AL ATE o O+AAG ATE ML NHP NAL ©n the severity of the violation, shall take one or more
administrative measures on non-complying persons.

ANTB8LLP ACTPEPTT AMNEL £FAA:
19. +£.6M 17 PAAF D T 19.Inapplicable Laws

NHYU aeanZp oC PR el A1FE +ARL P Awl.CF AG  Nodirective, practice or circular letter shall, in so far as it

is inconsistent with this directive, be applicable with
NCPFAC BNBNPTF NHYU RaRZp N+mef-t F80TF AL respect to issues provided under this Directive.

+4.999. 1% PAF@®-gP::
20. PAP(1974 P &1 I91PF 20. Transitional provision

1. oY aoan/p +9N4P N UPINT OAT N&+ e+ao/+ 1. Any  pharmaceutical  products  manufactured,
imported, distributed and dispensed without the

unique identifier before the effective date of this
AD-m PA+LZINF@M- A0 $F paD My P 1H, PFOx- directive and are not repackaged or relabelled
thereafter, may be placed on the market until their
expiry date.

MLI™ ML Y1C @Nm P ATL175 PAFATF MEIR

MNLP ANNLAT &40 NINL BN AO&PT BFAN::

2. NAAMYE  Panesyy3t  HOHEFTYIS PAR doAp 2. The Authority will publish product lists and their
associated effective dates that shall comply with the

unique identification requirements as laid down in
amw/%F HCHC a/8 PMMA: NAMPAL:- this directive, in general:

ALLINTF@D PRINMD-Y 7% NRARANT NHU dRaR/p

U) 24U aoang p +4.999 NPINF ¢ ATNT AT a2+ 11, a. Within two years of the effective date of this

o Directive, listed locally manufactured
@A PIUHZHGT AR NAIC @AM PaRan/+ pharmaceutical secondary packages and higher
ae51%F NFA+ES NHP NAL PAIALL BAEPT AL packaging levels shall be identified with a Global

Trade Item Number captured in the appropriate

NN P8 AL Pt LT PHNTH PAAT A& data carrier and logistics items shall be identified

198 ML MO ZANFD:: 2UIE N+hr+L with a Serial Shipping Container Code.
Pepet ARPH DL ATBAL £RZIJA:
A) 2y aean/ @ +4 999 NPINT €7 ATNF AT 902+ 10 b. Within two years of the effective date of this
Directive, listed imported pharmaceutical
AP PMAHCT AT BE AIC @R PRI secondary packages and higher packaging levels
goret NGATES NHP NAL PaA1P L/BPT AL shall be identified with a Global Trade Item

Number, batch number and expiry date captured in
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A& PYNL &ML MAPMM RANF@I  BYIP
N+Na-58 Pepett aRPH he LA PA:

) 22U ARADL P +4 99 NPINT &7 ATINE NZNF GaoF 14,
@AM PAHZHGT AR NYIC @-Nm PaRan/+4
am ey % NFATETT NHE NAL PAIALE LLEPT AL
NN P8 hPdS Pepett LT PN+t PNTF €M T
PEMeTL 1H MNLP ¢7 ATE IS PIATS A&
PYE @MC TAPIM AANFII LU N+hFhe
PeeyF D PH N LA PA:

@) gy aean P +499 NPINF 7 AT NUAT gaot
1 @AD ATHZHSGT NAPL Y1t et WIWAT
N PA ANAT T PARE DY GLYFT AT PAIATLP
2LEPFY PIOCH NFT MA+HC 8F NPLID +h+a
ANAAME 99.94F AANTF@-::

W) BY aBan/ P +4 999 NPINT 7 ATNE NATRNT oot
+hed 10 BN PHHZHSGE N4+ N P W iche
UA+E £285 NH.P NAL ARIT NAAT APE P11 L &M(
T ANT ®MCT PAPMPML 1H NPT ALPA £DC
AR89 ettt RLF NHN R Pepeit @PH he
RT18AR LR JAN

3. NAAME  PORESTY  HOHETIT  PAR ODAP
ALLANF@- PERINAY ¢ NADANT NHU aoangp
aw/F HCHC 048 POMA: NAMPAL:-

U) 8Y aeanZ P +4 999 NPINT 7 AN Nt 9004 14,

@AM PARE YT AIRLFFT BIRA AN44PTT PMG
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a.

the appropriate data carrier and logistics items
shall be identified with a Serial Shipping Container
Code.

Within three years of the effective date of this
Directive, listed locally manufactured
pharmaceutical secondary packages and their
higher packaging levels shall be identified with a
Global Trade Item Number, batch number and
expiry date captured in the appropriate data carrier
and logistics items shall be identified with a Serial
Shipping Container Code.

Within two years of the effective date of this
Directive, location and product master data for
listed supply chain actors and pharmaceutical
products and their packaging levels respectively
shall be shared with the Authority.

Within five and a half years of the effective date of
this Directive, listed pharmaceutical secondary
packages and their higher packaging levels
distributed in the country shall be identified with a
Global Trade Item Number, batch number, expiry
date and serial number and logistics items shall be
identified with a Serial Shipping Container Code.

The Authority will publish product/medicine lists and
their associated effective dates that shall comply with
the traceability requirements as laid down in this
directive, in general:

Within four years of the effective date of this
Directive the manufacturer, wholesaler and
healthcare provider shall comply with batch
traceability for listed pharmaceutical secondary
packages and their higher packaging levels.



R1A1F +299F A+HZHGF LT UA+E BZET
NHP NAL ARIT eNTF ATFA +9INGP PLLCIK::

A) BU apan/ f +4 9 nPINT $7 ATNT NATRNT 9ant b, Within five years of the effective date of this Directive
all supply chain actors shall comply with batch
traceability for listed pharmaceutical secondary

ATHZHGF LT A+T 485 NH.P NAL ARYT PNF packages and their higher packaging levels.

1H @A AR PARe 51 F LT WIWAT +PTL

ATtA +INGR PLCIA::

4) BU apang P +499 hPINT €7 ATNT NANT 9aet  c. Within seven and a half years of the effective date of
this Directive all supply chain actors shall comply with
traceability of unique items for listed pharmaceutical

NAE dPAP P+P/4E8 de% %%y Nttd L9+ secondary packages and their higher packaging levels.

+hd 1H @A NARES1LT LT WIWAT +PTL

TNER PRCIN::

21. aoan/ em- P 05N+ 1LH 21. Effective date
£y aan/ e ki 13 %2011 9.9° 590 PaT LUPTA: This Directive shall enter into force on August 19, 2019.
1247 1CN

Heran Gerba

PATESP PIR)N AT AR Y+ NAAMT _
Director General

PTaLLNTC Ethiopian Food and Drug Authority
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