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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.
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PART ONE: GENERAL
1. Short Title

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

2. Definitions

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

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. “8 LN M0t LA A QA v-Aat 7 4. “DataMatrix” means a standalone, two-dimensional

ANt A7 ancC PCAR LAToS 01700
o\ CFPPS PANTTT PPH o-:

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

5. “87 AP4L” M0t 0707 A0 PO A P8 5. “Data carrier” means a graphical representation

AP PHNC VT M A7 AL
oA PTNT -

of data in a machine readable form, used to enable
automatic reading of the element strings.

6. “47 PINT N1 RILT A7 AooAPl: 6. “Data element” means a unit of data for which the

A QAR AT Avehd 09145 050 4L o-:

identification, description and value representation
have been specified.
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“Event data” means a report of the activities that a
product goes through as it moves through the supply
chain.

“Expiry date” means the date up until which the
drug manufacturer can guarantee that the medicine
is fully 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.

“Falsified
medicines

pharmaceutical  products”
that

misrepresent their identity, composition or source.

means
deliberately/fraudulently

“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”
utilised exclusively for GS1 system data structures.

means a subset of Code 128 that is

“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.

“Human Readable (HR1)”

characters, such as letters and numbers, which can

Interpretation means
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be 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.

“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
pharmaceutical products that needs to be managed

transport and/or storage of

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

the
immediate container and other wrapping materials.

pharmaceutical products and includes

“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
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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)

“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.
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“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.

“Secondary level packaging” means a level of
packaging that may contain one or more primary
packages or a group of primary packages containing

a single item.

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

quality standards or their specifications, or both.

“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
of the
extended supply chain and trace backward the

movement through specified stage(s)
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.

“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.
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32. “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.

33. “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.

34. “Verification” means determining whether the
unique identifier affixed to, or imprinted upon, a
pharmaceutical package corresponds to the unique
identifier assigned to the product by the
manufacturer or the repackager.

35. “Person” means a natural and juridical person.

36. Any expression in the masculine gender includes the
feminine.

3. Objective

The objective of this Directive is

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

2. To improve efficiency in the pharmaceutical supply
chain regulation,
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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.
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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
repackager shall assign a new unique identifier.

The unique identification data carrier for all
secondary and higher packaging levels in scope shall
remain on or attached to the pharmaceutical

throughout the life cycle.

6. Composition of the unique identifier

The unique identifier shall be constructed according
to the globally accepted GS1 General Specifications.

The unique identifier shall be a sequence of numeric
or alphanumeric characters that is unique to a given
secondary packaged trade item, tertiary packaged
trade item or logistic unit.

The unique identifier of the secondary and tertiary
package indicated by product lists published by the
Authority shall consist of the following data
elements:

a. Global Trade Item Number
b. Batch or lot number

c. Expiry date

d. Serial number

The combination of the Global Trade Item Number
number shall be unique to a
pharmaceutical product as stated by the GS1
General Specifications.

and serial
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authority.
c. Pharmaceutical products for quality analysis.
d. Free samples of pharmaceutical products.
e. Traditional medicine.
f. Extemporaneous preparations.

g. Donated pharmaceutical products imported
for emergency cases.

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

PART THREE: DATA CARRIER

8. General requirements

1.

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

identification and accurate

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.
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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.

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

1. The data carrier quality measurement processes

and minimum quality levels detailed in the GS1
general specifications shall be followed.

2. The manufacturer shall have a procedure in place

to control and document the print quality of the
data shall be able to provide
documentation to the Authority upon request at
any time.

carrier and

3. The manufacturer shall ensure consistent printing

quality across packages.

4. The manufacturer shall verify that the data carrier

can stand moisture, abrasion and other external
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factors possibly influencing the data carrier quality.

11. Placing of the data carrier on the label

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

2. The data carrier shall be printed on a flat surface.

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

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

5. 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. When placing the unique identifier in a sticker the
following conditions should be met:

a. The sticker on which the unique identifier
is printed should become one with the
package, i.e. the sticker should be tamper-
evident and it should not be possible to
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remove it without damaging the package
or the sticker itself or leaving visible signs;

b. The sticker on which the unique identifier
is printed should be placed by a
manufacturer under Good Manufacturing
Practice conditions.

7. Notwithstanding article 11(6) of this Directive,
placing the unique identifier by means of stickers
should never be allowed when:

a. itimpairs readability; or

b. The sticker on which the unique identifier
is printed can be detached from the
packaging damaging  the
packaging or the sticker itself or leaving
visible signs; or

without

c. The sticker on which the unique identifier
is printed is intended to be placed on top
of an existing sticker, as this could
engender confusion and suspicions of
tampering.

PART FOUR: HUMAN READABLE
INTERPRETATION

12. General requirements

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)
containing Global Trade Item Number, Batch or lot
number, Expiry date and Serial number following the
rules of GS1 General
Specifications, including but not limited to:

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

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

c. 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.

d. 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.

2. 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.

PART FIVE: MASTER DATA
13. General requirements

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

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

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 unique
identifier with associated traceability information
when they receive and distribute the product in

scope

share the
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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.

Business Transaction, Which Is Relevant To The
Event That Is Occurring, Possibly Purchase Order,
Order Confirmation Or Invoice

. All pharmaceutical supply chain actors shallkeep

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

. 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.
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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.

2. Manufacturers and repackagers shall aggregate all
products to the next higher (less granular) packaging
level, up to and including the logistics level, identified
by a Serial Shipping Container Code.

oLl9° NG OAm- 3. As long as a pharmaceutical product is contained
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within a higher packaging level and parent/child
relationships are maintained, supply chain actors may
capture only records of the movements and locations
of the higher level (parent) item.

PART SEVEN: MISCELLANEOUS
16. Reporting

1. Any supply chain actor that encounters products
within the specific scope without required unique
identification captured in the required data carrier
or non-scannable data carrier shall inform the
Authority immediately.

2. The supply chain actor shall inform the Authority
about any stolen or lost pharmaceutical products
with their unique identifiers.

17. Duty to cooperate

The concerned federal and regional governmental
bodies and pharmaceutical supply chain actors shall
have the duty to cooperate with all appropriate organs
to execute their responsibility given in this Directive.

18. Administrative measure

In accordance with Proclamation No. 1112/2019 and the
directive on Administrative Measure Taking and
Complaint Handling Proceedur, the Authority,
depending on the severity of the violation, shall take one
or more administrative measures on non-complying
persons.

19. Inapplicable Laws

No directive, practice or circular letter shall, in so far as
it is inconsistent with this directive, be applicable with
respect to issues provided under this Directive.
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20. Transitional provision

1. Any pharmaceutical products manufactured,
imported, distributed and dispensed without the
unique identifier before the effective date of this
directive and are not repackaged or relabelled
thereafter, may be placed on the market until
their expiry date.

2. The Authority will publish product lists and their
associated effective dates that shall comply with
the unique identification requirements as laid
down in this directive, in general:

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

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

number

c. 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
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expiry date captured in the appropriate data
carrier and logistics items shall be identified with
a Serial Shipping Container Code.

d. 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.

e. 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.

Within five years of the effective date of this
Directive all supply chain actors shall comply with
batch traceability for listed pharmaceutical
secondary packages and their higher packaging
levels.
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