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WHEREAS, in order to produce and supply
for sale traditional medicinal products that
have been used for health purposes by the
local people for many years, it is necessary
to ensure their safety, quality and efficacy
with regulatory requirements and to reduce

associated risks;

WHEREAS, it is necessary to establish a
legal framework to bring the manufacturers
who produce and sell traditional medicinal

products;

1112/2011 A34&T1(2) a0 £V avent | NOW, THEREFORE, this directive has been
ho-pLA:: issued in accordance with Article 71(2) of
Food and Drug Administration Proclamation
No. 1112/2019.
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1. Short title

This Directive may be cited as "Low-Risk
Traditional Medicinal Products Regulatory
Directive No. 1102/2025".
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2. Definitions

In this Directive, unless the context

otherwise requires:
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1) "Low Risk Traditional medicinal product"
means medicine obtained from plant, animal
or mineral sources that are widely known
by the community and have been used as
medicine for more than 25 years. They are
medicines that have been prepared and
marketed for health benefits, whether they
are taken orally, sniffed through the nose,
or applied to the skin.

institution

2) "Manufacturer" means an

engaged in the production of low-risk
traditional medicinal products;

3) "Proclamation" means Food and medicine
Administration Proclamation No. 1112/2019
4)."Authority" means the Ethiopian Food and

Drug Authority;
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3. Scope of application

This directive shall low-risk

apply to
traditional medicinal products used for health

care and commercial purposes products and

manufacturers.
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4. General
1) Any person who wants to produce,

market and distribute and wholesale low risk
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traditional medicinal products shall obtain a
competency certificate from the authority;
2) Anyone who wants to obtain a certificate
of competency to produce and distribute
low-risk traditional medicinal products shall
first fill out the application form Annex 1
attached to this Directive and comply to the
requirements listed below;

a) Pay the required service fee;

b) Credentials of the technical manager and
that of the other experts as required;

c) employment agreement between the
organization and the technical manager;

d) Renewed professional license  of
technical manager;

e) Passport size photo of the technical
manager;

fy House rent, contract or carta or

leasehold title certificate authenticated by

government Document Authentication
body for manufacturing or distribution
purpose.;

g) Without prejudice to sub-article (f) of this
article, the government owned houses
will be handled by a house rent

agreement or letter of permission from

these institutions;
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h) When manufacturer or distributor is a
private limited company, Memorandum

of Association and by-laws shall be

by
body,

or

authenticated Document

Authentication by trade and

industry  office other relevant
government office

i) Taxpayer Identification Number

j) When the building is partially completed
and meets the requirement set for
manufacturing or distribution and shall
have permission to be used for service
from the concerned body.

3) When the submitted application is found

incomplete after evaluation and is retumed

to the applicant for correction, the applicant

can re-apply after correction

4) When

complete the facility will be inspected by a

the submitted application is

team comprising of at least two inspectors
of the authority.

5) Based on the filled inspection report by
the inspectors, the authority will make a
decision.

6) When the applicant does not meet the
requirements, the decision will be notified in

writing.
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7) Without prejudice to sub-aricle (5), the
application may be evaluated again up to
two times after paying the required fee.
However, if the applicant fails to meet the
above requirements more than twice, it may
be processed by filling out a new application
and paying the required fee.

8) When the the

applicant meets

requirements, the authority will give the

certificate  of competency within three
working days.

9) Subject to sub-article (8) of this article,
in case of unforeseen circumstances, the
be and the

be

applicant  will notified

Competency Certificates  will issued

within 7 days.
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5. Content of the certificate of competence
Any cerificate of competency issued in
accordance with this directive shall contain

the following information;

1) name and address of  the
organization;
2) the name of the owner of the

company;
3) the name and professional registration
the technical

license number of

person of the organization;
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4) the type of products the company
produces;

5) the time when the certificate of
competence is issued and ends;

6) The signature of the authorized
person who issued the cerificate of
competence and the authority seal

7) the certificate of competence number;

8) Taxpayer ldentification Number;

9) Specific conditions or notices to be

incorporated on the certificate.
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6. Renewal of the Certificate of Competence
1) Every person shall renew his certificate
of competence every year.

2) Notwithstanding sub article 1 of this
article, an applicant who does not renew or
apply for renewal before the expiration of
the certificate may apply for renewal after
providing credible evidence as to why the
certificate was not renewed before the
expiration period of the certificate and if
approved.

3) When the certificate is not renewed
according to sub article (1) of this article, it
is considered canceled.

4) According to sub-clause (1) of this article,
be

the certificate of competence can

renewed.
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(@) when it is confimed that the
requirements set forth in this directive are
met; And

(b) When it is paid the applicable service
charges.

5) When the authority rejects the renewal
application, the applicant shall be notified of
the reason in writing.

7. Change and replacement of Certificate of
competence, of address, ownership,
profession, type of product/service sector or
other change and replacement.

1) Any manufacturer of low-risk traditional
medicinal products shall not change the
address where he obtained the competence
certificate, change ownership, change the
product, produce new products, and change
the technical expert or any other similar
change without the permission of the
authority.

2) When there is any kind of change in the
content and conditions of the previously
issued competency certificate of any
manufacturer of low-risk traditional medicinal
products, the certificate can be changed by
notifying the authority again about the

changed content and conditions for
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correction and paying the necessary service
fee.

3) Any person, shall meet the requirements
given by him on the certificate is wrong,
when the certificate is damaged or lost, can
get a replacement cerificate of competency
only if he conforms with the requirements
listed below;

(a) when the certificate of competence is
damaged, when he returns the damaged
certificate and pays the required service fee.
(b) When the certificate of competency is
lost or bumed, he shall bring a confirmation
from a judicial body that the certificate has
been lost or burned and pay the necessary
service fee.

() When the information given by the
licensee is wrong, when he retums the
certificate and pays the necessary service

fee.
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8. Place where Certificate of Competence is
kept

Every person shall keep the original
certificate of qualification issued in a visible
place in the technical department of the

organization at all times
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9. return of Certificate of Competence
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1) When any person wants to return the
certificate of competence given for different
reasons, a letter of explanation about the
status of the organization and the products
available under it; shall submit the
previously issued certificate of competence
and submit application letter.
2) Without prejudice to sub-article (1) of this
article, any person can return a certificate
of competence:
a) When it is confirmed that the expired or
damaged product has been disposed of
b) when the recall is confirmed, if there is
a product that needs to be collected from
the market,
When the transfer of unsold or unused
products to another institution or the
disposal of the product is confirmed in

accordance with the law.

3) Any head of the technical department

shall inform the organization and the

authority one month in advance to retumn
the certificate of competence of the
organization.

4) when the technical manager is absent
from work without notifying the organization

and when it needs to be replaced, the

10
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organization will notify the authority and the

authority may issue a certificate of
competence to the organization with the
replaced technical expert name within 15
days after performing appropriate verification
and also informs the relevant parties about
this.

5) when the organization stops working
without notifying the authority and the
knowledge of the technical manager; he
shall inform the Authority and the authority
shall verify as necessary the information
from trade and industry, and revenue and
and other

the

customs, perform inspection

verification activities and cancels
certificate of competence and will inform the
relevant parties about this.

6) If the organization refuses to give release
to the technical officer while company is at
work,

the authority will carry out the

necessary investigation and provide the
required evidence document to the expert
that he is deemed to have resigned from
the job according to this Directive. Likewise,
if the organization does not provide another
technical expert, administrative action will be

taken.
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10. of Certificate of

Competence

Replacement

Any person may get a replacement for

certificate of competence if the following
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1) when the certificate of competence is
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is the case;

3) When there is an error in the
information given by the licensee, the
licensee retuns the certificate of
competence and upon payment of the
required service fee.
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11. Regarding the design and construction
of the production site building

1) The area where the production site is
located shall-not cause damage and
pollution to the product and raw materials.
2) The design of the manufacturing facility
and the building material shall be made of

stone or block or clay and other building
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materials that do not affect the quality and
safety of the product.

3) The location, height and construction of
the building and other related factors shall
be built in such a way that the product is
not exposed to pollution.

4) The size of the room shall be sufficient
according to the type and quantity of
products produced by the company, and it
shall be made in such a way that it does
not cause contamination and mixing in the
products being produced.

5) The building material should be made of
stone or block or clay and other building
materials that do not affect the quality and
safety of the product.

6) Depending on the nature of the product
being produced, the floor of the rooms shall
be easily washable, made of cement,
concrete, epoxy, ceramic or other similar
materials and not cracked, dirt-proof, water-
tight and the drainage slope shall be made
in a way that it can flow in one direction.
7) According to the characteristics of the
manufactured product, the roof of the rooms
must be made of materials that cannot affect
the temperature of the rooms and do not

expose the product to damage.
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8) The production equipment used by the
manufacturer for production is suitable for
the product; It should be non-corrosive and
easy to clean;

9) The doors and windows of the buildings
shall not let in insects and rodents that can
contaminate the product.

10) Depending on the type of product being
produced, it shall have a waste disposal
system.

11) The manufacturing company shall have
telephone, electricity and water service.

12) Subject to sub-article 10 of this article,
the water used for production must be

purified by a water filter.
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2)

12. Additional Space

1) The production area shall have facilities
such as toilets, washrooms, changing
rooms and administrative offices.

2) when necessary, living and dining rooms
shall be separate from production and
storage areas.

3) Toilets are separate for men and women
and shall not be in direct contact with

production or storage areas.
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13.Storage and transportation of raw

materials and products
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Raw materials and manufactured products
shall be stored and transported in a manner

that maintains their cleanliness and quality.
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2) 2C

14. Record and documents
1) The manufacturer shall have uniform

procedure for any production process; work

manual and other related technical
documents.
2) The manufacturer shall keep any

documents related to the production process
for at least 1 year from the date of expiry

of the product.
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15. Change of manufacturing address and
posting of signboard

1) The manufacturer shall notify and have
approved any change of address to the
authority in advance.

2) The manufacturing premises shall have a
clearly visible sign board at the main

entrance.

16. Post License Inspection

The manufacturer shall maintain the

manufacturing facilities with appropriate care
and ensure that maintenance operations do

not pose any risk to product quality.

heA het
A Qaov-¢
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PART FOUR
PROFESSIONAL
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17.General

The head of the technical department of the
production shall be a graduate in industrial

pharmacy, industrial chemistry, chemical

engineering or biology and have received
the to

necessary professional training

manage and control the production process.
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2)

3)

4)

5)

18.. Responsibility and function of the
head of the technical department
Any technical officer shall: -
1) the

organization’s consistent operating systems

Ensures implementation of the
by fulfiling the assigned responsibilities;

2) identifies the roles and responsibilities of
professionals working in the organization;
3) Facilitates and monitors trainings for the
employees of the organization that increase
the quality of the traditional medicine.

4) Ensures proper control of the storage
unit;
5) He

system of product

is responsible for controlling the

production, resource
handling and use, as well as for ensuring
that the quality, safety and efficacy of the
product are maintained and for monitoring

hazardous conditions;
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6) implements the current relevant national
standards and laws of the country;

7) Any product quality issue or defect
related to the production and distribution of

the product shall be reported to the authority
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19. Product Distribution

Any manufacturer shall sell his product to a

legally authorized medicine distributor.
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PART FIVE
PRODUCT REGISTRATION AND MARKET
AUTHORIZATION
20. General

1) Any producer

of low-risk traditional

medicinal products used for commercial
purposes shall register the product with the
authority;

2) The following requirements shall be met
to register the product

(@) a renewed cerificate of competency
shall be submitted,;

(b) Application form 1 attached to this
instruction shall be filled and submitted

(c) service charge receipt and

(d) The technical documents related to the
drug referred to in Article 21 of this directive

shall be submitted
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3) When the authority finds it helpful to
make a decision on the application, may ask
the applicant to provide any additional
necessary information according to the
criteria set in the Technical Guidelines for
Low-Risk Traditional Medicinal products.

4) When the listed

registering

for
the

requirements
the products are met,
authority will issue a market authorization;
5) A market authorization issued according
to this directive shall be valid for three years
unless revoked.

21.

to register the medicine;

Technical documents to be submitted

1)If the product is an herbal medicine,
information shall be provided on the plant,
including its scientific and local names, as
well as details about the plant itself. If it
is a mineral-based medicine, the name
and quantity shall be indicated and
information on the duration of use, toxicity,
and therapeutic benefits shall be
submitted.

2) A description that explains the product’s

production process shall be provided
along with the operational system
guideline.
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3) Information that ensures the quality of the

raw materials used in production shall be

provided.
a) Evidence shall be provided that plant raw
materials used for medicinal product

production have been produced following
good farming and collection practices.
If it

raw material for

it shall

b) is a mineral

medicinal product production,

provide proof that it is free from toxic

substances/heavy metals.

If the content of the product contains

animal parts, evidence shall be provided

to ensure the health safety of the animals
and the healthy handling of the animals.

d) Information confirming the quality of raw

materials used for production shall be

provided.

4) A document outlining the list of products
to be supplied to the market, the quality
standards, and the quality inspection
methods shall be submitted.

5) Product quality testing report made by the
manufacturer or an accredited third party
according to quality standards.

6) The container and closure material and lid

shall be

used to pack the product

confirmed by the manufacturer to meet
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international or  national  packaging
standards;

7) Containers and closure used for drug
packaging shall be properly sealed, made
of non-leak materials and suitable for the
safety of the product;

8) Information showing the duration of the
product shall be provided

9) Study report shall be provided to confirm
that the product has been used for a long
time by the community’s health services.

10) Ethno-Medicinal and Ethno-Botanical
study report shall be provided

11) Preclinical/animal studies report shall be
provided

12) Detailed information  regarding the
product shall be provided in accordance
with the requirements of drug packaging
and labeling in the external packaging and
product package information.

13) Any indicated the

information on

products shall be based on research
findings.

14) The studies presented in subsection (8-
15) of this article shall be registered in
recognized journals and the research data
shall be submitted from interational or

national recognized journals.

20




22. PP°CT awlEPF
1) P02 LLETo- NS U1 POQUA
a 01T O NN o lEPTF TIlT
AN :
(V) PO°C T Og° PFAL NI ARG ALTAP
nge:
(A) PRY°LT ONI° AT K& e-0:

22. Product information
1) A low-risk traditional medicinal product
shall have the following information:

a) Brand Name Trade Name and
Scientific Name

b) Manufacturers name and address

(BYATE ROLALIE PG PG PP VI c) Name and strength of the main
nge KRG PIhL: ingredients
() P°CT mas @LI° DAL : d) product size or weight
(&) PranlA0T Fe9eCt awpe wec| €) Amount  of  main  ingredient/lead
PICC T AIANNCT LN o020 oC compound
AT Yoot VLT f) Date of manufacture, product
() o@Dy PN1Ee VI AT identification number, month and year
PamPEye avavl e : of expiry date of product
g) Storage conditions and instructions for
use of the product.
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1) Any changes made by the manufacturer
to the registered product shall be promptly
notified to the authorized person and
obtained permission.

2) After obtaining the market authorization,
any changes made shall be reported to the

Authority based on a detailed change
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registration procedure within the operational

system.
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24. Renewal of Marketing License
1) An application for the renewal of the

market license of low-risk traditional

medicinal products shall be submitted six
months before the expiration of the
registration period,;

2) The application shall provide a letter of
confirmation indicating that the product has
not been changed since it was last
registered and shall provide the composition

of the inner and outer packaging.
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25. Quality testing laboratory

1) The manufacturer shall have basic quality
testing laboratory to ensure the quality of
raw materials, semi-manufactured materials
and products used in production.

2) Subject to sub article 1 of this article, if
there is no laboratory capable of conducting
a full quality testing of the quality of the raw
materials and produced products, a third-

party laboratory shall be used.

26. Reporting of Adverse Events and Quality
Defects
The

reporting to the Authority when any adverse

manufacturer is responsible for
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effects occur to consumers due to the

U AVADADNTE C7°CT 9141 VALTT | product after it has been distributed to the
AQ(T: market, and when any quality defects are
identified.
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2)

Administrative = measure and compliant
handling
27.General
1. The Authority shall take administrative
measures on any person who violate
the terms and conditions of this
directive as per Proclamation no.
1112/2011

Measures and Grievance Handling

and Administrative
Directive.

Without prejudice to sub-article (1) of
this article, any person who found to
be violation this the

Authority  shall

directive,

take the following

measures:
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28. Waming letter
1) If a manufacturer of traditional medicine
with a low-risk level causes harm that
does not warrant the suspension or
revocation of the organization’s
competency certificate, a warmning letter

shall be issued by the authority.
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2)

e

2) When institution is failed take the
corrective action for violation indicated in
the warmning letter, the Authority shall take
other appropriate administrative
measures.

29. Suspension of Market authorization and

certificate of Competency

The Authority shall suspend the market
authorization or certificate of competency for
three months to one year on any who found
to be committed violation in one of the

following reasons:

1) During the post-market inspection of the
drug, if information is received by the
Authority that the drug has questionable
safety, therapeutic and quality defects, or
if a quality defect is found by the authority
during the post-market inspection;

The institution create obstacle for Authority
the the

inspection activities; this includes not able

inspectors  during conduct
to sign consent form, failure to notify the

working hours of the institution, not
cooperate with the Authority inspectors
during inspection and others similar
violations impedes the work of inspectors
during inspection or during dispersal of

inspectors for inspection, or removing or
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6)

7)

8)
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hiding of products during the inspection or

other similar violations.

Obtained its certificate of competence by

submitting false documents.

The institution has received warning letters
twice or more and found to be failure to
take corrective actions for identified
violations or new violations identified.

Participate in repacking, re-labeling or sale

with affixing other labeling information
without getting permission from the
Authority.

When the operator fails to place the

product identification number on the
packaging or on the product itself, and

distributes such a product to the market.

When the manufacturer makes changes to
the ownership name, address, or technical
manager without obtaining authorization

from the Authority;

When it is found that the manufacturer
hired a professional without notifying the
responsible authority or is operating
despite the license of the relevant body

being suspended or revoked.

30. NP+ 79018 NP 2L PIPANC
olP1T qdaOlNH

30. Revocation of a competency certificate,

market authorization.
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The Authority shall revoke the cerificate of
competency of any manufacturer who found
to be violation for one of the following
reasons:
1) When the authority confirms that a
medicine, which has been authorized and
placed on the market, has issues related
to quality, safety, or efficacy, the market
authorization may be revoked.
2) When a modern medicine has been
with  traditional medicine

mixed or

manufactured outside the conditions of the

market authorization granted by the
authority, and then distributed to the
market.

3) Commit violations indicated in article 29
twice and more than twice.

4) When the certificate of competence was
obtained  through  fraud or false
information;

5)When the
transferred to another person;

6) When

product outside the scope of the granted

certificate of competence

the manufacturer produces a

certificate of competence;
7) When the service is continued after the

suspension of the certificate  of

competence;
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8) When a product with a quality defect or
one that has passed its expiration date is
distributed to the market and causes harm
to health;

9) When a product with a quality defect is
not recalled from the market;

10)

cerificate of competence every two years.

The manufacturer shall renew the
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31. revoking of suspension and cancellation
A person whose certificate of competency
has been suspended or revoked may file a

complaint and if the petition is accepted, the

revoked or suspended certificate of
qualification may be revoked.
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changes the service type, place,
technical person or level of service

to the terms and condition of

existing certificate of competency
issued.
The cerificate of competency
suspended, revoked or renewed. or
that the

3) The Authority believes

service provided has imposed public
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health risk or may imposed sudden
public health problems

In such cases, the certificate of

competency shall be returned to the

Authority within two days.
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33. Product Recall Process
1) When a quality defect or concern is

identified in low-risk traditional

the

a

medicine, manufacturer  shall
immediately recall the product from the
market on their own initiative and notify
the appropriate authority.
2) All expired low risk traditional medicines
with a level shall be separated from the
usable stock, properly recorded, stored
in a designated disposal area, and
disposed of appropriately under the
supervision of the authority’s expert.
3) Raw materials, accessories, packaging
materials, or finished products that are
no longer suitable for use or distribution
shall be disposed of in accordance with
the Authority’s

recall and disposal

guidelines.

34.Compliant Handling
Any person who has compliant related to

issuance, renewal suspension or revocation
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other
the

of cerificate of competency or

by
Authority shall appeal to compliant handling

administrative measures taken

body of the Authority within one month.
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1)

2) o ONC

3)

Part Seven

Miscellaneous
35.Notifying the public
1) The Authority may notify the public
by the

institutions, confirmed complaints or on

when there is misconduct

issues that put the public at risk using
any of public communication methods.
2) As applicable, the Authority may notify
the public on institutions that are
pending or cancel or not renewed their
certificate of competencies.
3) Any person shall get any information

about the Medicine and Medical

Devices except information that are

considered confidential by the Authority.

36. NA AMANCT hee
P10 PO LLEo  HNPTE PAUA
a0 haoo AT NPT U1 wlddt
A7 N1 A“1AR0: 9T ATITT RS
APLav 2Fe RINVENNT AI0N0  PA®TF

36.Service Fee
Any low-risk traditional medicine applicant
who seek a new or renewed or replacement
of certificate of competency and pre-
licensing inspection shall pay appropriate

service fee to the Authority.
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PAIAOC T nee AN a1 d.A

LYCONI AN

37.1+44 AG +E4.2701F PAATo- VT

LVUTT avavl @ PPl VIG@.Y° avavl @
0LI° ACHAC L0450 of9> Awi-C OHY
avand @ o0 Ctovplrl: R80T (192000001

1T4.2701T heS Ll 9°::

37.In Applicable laws

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.

38. avavl P PULASOT LI

LY avanlf  (STHY ULOEC oo HN
NNANANT oo/(1: £VE10 0152501 P77 LI9°C

T4.997, LPGTA:::

38.Effective date
This directive shall become effective from
the date it is registered by the Ministry of
Justice and published on the official website

of the Authority.

12471 1¢0
PAERE N0 AT ov DT QA7 AT
Ps SeLntC

Heran Gerba
Ethiopian Food and Drug Authority

Director General
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Annex 1

Application Form for Registration of Low-Risk Traditional Medicinal Products

1. Detail information about the traditional medicinal prodcut

Name of the traditional
medicinal product (TMP) in

local language

Name in English (optional)

Dosage form

Unit Dose/strength

Route of administration

Shelf life (months)

Visual description

Pack size

Packaging material description

Therapeutic Indication/claim

2. Details of the Applicant

Name of the applicant

Address:
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Region

City

Sub-city/Kifleketema

Telephone number

E-mail

Website (optional)

Contact person in a company

Name:

Position:

Telephone number

Email

Details of the manufacturer if different

from the applicant

Manufacturing plant site address

3. Complete qualitative and quantitative composition

Name of the ingredient

Amount per (_)

4. Source of all raw Materials

32




5. Details of file submitted with the application

Document name Yes/ No

Cover letter

Certificate of competence

Technical dossiers/ ev @547 Po9.avpli-l: C-ENLhA 01L& T

Manufacturing process description / Phavi-dt 1.8 CULIND ool

Raw material information/a9°C-t 1N\h-t Pl C1é hP avlB

Stability study data/ ¢#€J 2.0 PGF

Literature review or actual study (héAa emG AMNADNT PPI°
AL Mo O$L Ao PFL AoV PULLLIMNT PG

Ethno Medicinal and Ethno Botanical study report /A F% “2%.0% A:
AT LA PEET

Product label and patient information leaflet /9°C1- Pavp P avl B P

Payment receipt/ $%:.¢ L4AY ANA AN

Certificate of analysis/¢Pé-t 9°Cavi- 67°CoF

Commitment letter

Others , please list

| the undersigned certify that all the information in the accompanying documentation

concerming an application for a marketing authorization for the above mentioned
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traditional medicinal product is correct and true and reflects the total information

available.

Name

Signature
Date
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