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Preamble

WHEREAS, considering the vulnerability of infants and the potential health risks including
severe infections associated with unsafe or poor quality infant formula, special formula and
follow-up formulas;

WHEREAS, following the national attention afforded to the promotion and protection of infants
and child health, it is found essential to adequately regulate the safety quality, and promotion of
infant, follow-up and special formulas;

WHEREAS, that the encouragement and protection of breastfeeding is an important part of the
health, nutrition and other social measures require to promote healthy growth and development
of infants and young children ; and that breastfeeding is an important aspect of primary health
care;

WHEREAS, it is found essential to require infant formula, special formula and follow-up
formulas to pass through a registration process, have market authorization and the person
involved in trading these products to have a certificate of competence before products are made
available to the public;

NOW, THEREFORE, this directive is issued in accordance with Article 55 (3) of the Food,
Medicine and Healthcare Administration and Control Proclamation No. 661/2009, and Article 98
of the Food, Medicine and Healthcare Administration and Control Regulation N0.299/2014.



PART ONE
GENERAL

1. Short title

This directive may be cited as “Infant Formula and Follow-up Formula Directive No 335/2020

2. Definitions

Without prejudice to the definitions provided under Proclamation No. 661/2009 and

Regulation N0.299/2014, in this directive, unless the context otherwise requires:

1)

2)

3)

4)

5)

6)

“Infant formula” means breast milk substitute formulated industrially in accordance with
applicable standards to satisfy the normal nutritional requirements of infants up to six
months of age and adapted to their physiological characteristics;

“Follow-up formula” means a milk or milk-like product of animal or vegetable origin
formulated industrially in accordance with the appropriate standard for follow-up formula
and marketed or otherwise represented as suitable for feeding infants and young children

from the sixth month on up to three year of age;

“Special formula” means a type of infant formula specially processed or formulated to
satisfy the special nutritional requirements of infants starting from birth and during the

first six months with specific disorders, diseases or medical conditions;

“Appropriate standard” means a product standard set in the Ethiopian or CODEX

Alimentarius standard;

“Label” means any tag, brand, mark, pictorial, or other descriptive matter, written,
printed, stenciled, marked, embossed, or impressed on, or attached to, a container of any

infant-formula, complementary food, follow-up formula and special formula;

“Container” means any form of packaging of products for sale as a normal retail unit

including wrappers;



7) “Product” means any regulated item under this directive including infant formula, follow-

up formula, special formula;

8) "Good manufacturing practice” means measures or practices undertaken to ensure that the
process by which infant, follow-up, or special formula is manufactured or processed is of

good quality and safe;

9) “Certificate of competence” means a work license issued for a person to carry out product
trade in accordance with standards set;

10) “Health certificate” means a certificate issued by competent authority showing that the
product is fit for human consumption or that meets appropriate standards;

11) “Additives” means a substance, other than a typical ingredient, which is in accordance
with appropriate standard or appropriately evaluated for safety and quality and is
included in a product for a specific reason including colorant, stabilizer, sweetener, flavor

ant, emulsifier, and preservative;

12) “Wholesaler” means a person who distributes products in more than one region;

13) “ Manufacturer” means a manufacturer producing product intended to sale for more than
one regional states or foreign markets;

14) “Authority” means the Ethiopian Food, Medicine and Healthcare Administration and

Control Authority;

15) “Free sale certificate” means a confirmatory letter issued by the national competent
Authority which indicates the names of the product and explains whether the product is
freely sold in country of origin or any other third countries;

16) “Hazardous Analysis Critical Control Point (HACCP)” means a system, which identifies,

evaluates and controls hazards which are significant for product safety;

17) “Market authorization” means an official document issued by the Authority for the
purpose of marketing or free distribution of the product in Ethiopia;

18) “Person” means any physical or juridical person;



3. Scope

This directive shall be applicable on all import, export, and wholesale trade of infant formula,

special formula, and follow-up formula.

4. Obijectives

The objectives of this directive shall be to:

1) protect infants and young children from health risks emerging out of unsafe or poor
quality this products;

2) take regulatory measures in safeguarding breast feeding; and

3) control the packaging, labeling information and advertisement of regulated products

under this directive.

PART TWO
REGISTRATION

5. Registration requirement

Any product regulated under this directive and to be marketed in Ethiopia shall be registered
by the Authority after satisfying requirements provided under Article 7 to Article 10.

6. Notification of variation and re-registration

1) Where there is any variation on a registered product after market authorization, the
responsible person shall notify the Authority of the variation before marketing the
product with variation.

2) A product registered in accordance with the preceding article shall be valid for four years.
The authorized person shall have the obligation to apply for re-registration within 120
days before the due date. Re-registration requirements shall include current GMP and
HACCP certificate, and a confirmatory letter that the method of manufacture or

preparation is not changed.



7. Administrative documents

1) Application for registration

2)

a)

b)

d)

f)

A dully filled separate registration application shall be required for every product type
and products with different ingredients or same products manufactured at different
manufacturing sites. Application for the registration of products shall be made in
accordance with ANNEX-1 of this directive.

An applicant shall submit actual sample of the proposed product, the primary and
secondary packaging materials and labeling information together with the hard and
electronic copy of registration file.

The Authority may require additional information or samples for clarification during
evaluation of the product.

If the applicant fails to submit written responses for the information required under
sub-article (1) (c) of this article within six months, or if the queries have been
reissued for the third time and the applicant provided unsatisfactory responses, the
application shall be deemed to be withdrawn.

An applicant whose application is considered withdrawn in accordance with sub-
article (1) (d) of this article may lodge new registration application.

The entire registration file shall be submitted in English or Amharic. Where original
certificate are in other languages, copies shall be presented together with

authenticated translation.

Required certificates

1) In order to acquire a registration certificate, an applicant shall submit Good

Manufacturing Practice (GMP), Hazard Analysis Critical Control Point (HACCP), or
ISO 22000.2005, and free sale certificates.

2) In appropriate circumstances, internationally accepted certification or certificate of

quality management system may be accepted in lieu of GMP and HACCP.

3) The certificates presented under sub-article (1) of this article shall be dated, current

and authenticated copy.



8. Technical documents

1) Formulation, and manufacturing and packaging procedure

a) Registration application shall be accompanied with qualitative and quantitative

b)

compositions data including names of all ingredients, additive, and its official

reference.

The applicant shall also submit data on manufacturing and packaging procedure,

including

1. specifications for all ingredients and packaging materials;

2. flow chart of the method of preparation;

3. detailed description of the method of preparation mentioning the quality and
quantity of the starting materials used, manufacturing formulae, critical process
steps and manufacturing conditions, processing and packaging instructions;

4. in-process quality control procedure and specification at each stage of
manufacturing process;

5. sample product completed batch-manufacturing record (BMR); and

6. final packaging and labeling procedures .

2) Data on method of analysis and specification of the finished product

The applicant shall provide the following documents along with the registration file:

a)

Specification of the finished product including test parameter, acceptable limits and
reference for the parameters. The specification shall include physicochemical and

microbiological test assay of ingredients of concern with safety and quality of the

product;

b) Analytical procedure;

c)

d)

Details of test method including procedures, analytical instruments and acceptance

criteria; and

Certificate of analysis in external laboratory of the finished product at least for three

consecutive commercial size batches.



3) Stability study report and shelf life assignment

The applicant shall present relevant stability study protocol and accelerated and real time

stability study report. The protocol shall indicate:

a)
b)

f)

9)

h)

Brand or generic name of the product, if applicable;

The test condition shall mimic Ethiopian climatic conditions of zone 4 for
accelerated and real time stability data. Data for accelerated stability testing shall
be at least for six months;

Minimum of three batch numbers and the batch type of at least two production
sizes;

Manufacturing date;

Type and chemical nature of the packaging materials within which the study is
conducted,

Analytical methods that will quantitatively measure the characteristic and
chemical properties of each ingredients of product;

Initial and all subsequent results of chemical, physical and microbiological test
results. The frequency of testing shall be every 3-month including the initial for
the first year and every 6-month for the second year and every year thereafter,
until the shelf life is determined; and

Summary of the study and storage recommendations based on the data generated.

9. Packaging and labeling requirements for finished product

1) The packaging material shall be made out of substances, which are safe and suitable for

2)

3)

their intended use, and the product shall be packed in container which will safeguard its

hygienic, safety, quality and food grade.

Labels may not discourage breast feeding in any manner and shall be designed to provide

the necessary information about the appropriate use of the product.

Any products may not be described or presented on any label or in any labeling in a

manner that is false, misleading or discouraging breastfeeding or is likely to create an

erroneous impression regarding its character in any respect.



4) Neither the container nor the label shall have pictures of the infants or other pictures or

5)
6)

7)

8)

texts, which may idealize the use of the product.

The terms “humanized”, “maternalised” or other comparable terms may not be used.

The immediate container of the product shall be affixed or written on with a label bearing

the following particulars in clearly legible, clear, conspicuous and indelible letters at least

in Amharic or in Amharic and English:

a)

b)

d)

f)

9)
h)

)
K)

Name of the product; and its identification as “infant formula”, “complementary
food”, or “follow-up formula’ or its equivalent;

The words “Important Notice” or its equivalence;

A statement of the superiority of breast milk;

A statement that the product should be used only on the advice of a health professional
as to the need for its use and the proper method of use;

Precautions and warnings, where necessary;

Appropriate instruction for use or preparation;

Name and full address of the manufacturer, including country of origin;

List of ingredients;

Nutritional information declaring in numerical form the amount of nutrients present in
the product per portion of the product as recommended for daily consumption or
amount per unit for single use;

Net content by weight for powdered products or volume for liquid;

Date of manufacture and expiry, which shall be indented and indicate at least the
month and year;

The storage condition, and where appropriate, shelf life of the product before and after

opening and its reconstitution;

m) Batch or lot number; and

n)

Required professional advice, if necessary.

A statement “Breast milk is the best food for your baby” or a comparable statement

regarding the superiority of breastfeeding or breast milk shall be provided.

All ingredients on the label of the product shall be listed in accordance with the following

sub-articles:



a) The source of the protein in the product shall be clearly shown on the label.

b) Except for single ingredient products, a list of ingredients shall be declared on the
label with the corresponding quantities per specified unit of measure.

c¢) If the ingredient is from animal or plant, scientific name of the plant and part of animal
or plant used shall be declared.

d) Additives such as fillers, artificial colors, sweeteners, flavors, or binders shall be listed
by their specific names/E-numbers and qualified by words.

e) “Natural” or “artificial” in descending order in weight or volume.

10. Quality analysis result

A regulated product quality analysis result shall comply with the Ethiopian or Codex
Alimentarius Standard requirement to be registered and marketed in Ethiopia.

PART THREE
CERTIFICATE OF COMPETENCE

11. Requirement for a certificate of competence

1) Any person wants to import, export, or wholesale a regulated product under this directive
shall apply for a certificate of competence in accordance with ANNEX-II.

2) An exporter, importer, or distributor of regulated products applying for a certificate of
competence under this directive shall fulfill minimum requirements in relation to
location, building materials and manpower as defined under this directive.

3) Notwithstanding to sub-article (1) of this article, and depending on the nature of the
product, other appropriate factors may be considered in granting a certificate of
competence.

4) In order to determine compliance with this directive, the Authority shall conduct an

onsite inspection of the intended facility by at least two inspectors. Where inspection



results find out one or more set requirements to be corrected, re-inspection may be
carried out free of charge. However, an inspection beyond the second time may only be
made against payment of service fee required by the Authority.

5) If the inspection result conducted under sub-article (4) of this article warrant granting of
the certificate of competence, the Authority shall issue the same against payment of the

prescribed service fee.

12. Location

1) The facility shall
a) Be self-contained;
b) be reasonably away from flood and swamp prone areas, offensive and waste disposal
site;
c) be locating in area where basic infrastructures including road, electricity, water and
telecommunication are available;
d) be reasonably far from chemical manufacturing and storage areas.
2) The premise shall be free of conditions which might lead to contamination including
excessive dust, foul odors, smoke, pest and insect infestations, airborne microbial and

chemical contaminants, and other similar conditions.

13. Design and construction

1) The store shall provide sufficient space for all activities carried out proportional to the
amount of the products including a storage room, dispensing room, separate quarantine
and rejected products storage room or area.

2) The store shall be constructed in such a way that it does not compromise the safety and
quality of products.

3) The storage room shall be separate or separately residence.

4) Floor of the storage room shall be made in cement, concrete, ceramic or similar materials;

easily washable, free from cracks, be smooth and not convenient to harbor dirt and water.

9



14.

15.

5)

6)

7)

8)

9)

Wall of the storage room shall be easily washable, free from cracks, and not convenient
to harbor dirt.

Wall of the storage room shall be painted in white plastic paint or made out of ceramics
or similar materials.

The roof shall be constructed from materials that do not allow the entry of direct sun light
and which do not adversely affect the temperature of the room.

The ceiling shall be impermeable, smooth, easy to clean, light color, non porous, free of
cracks and paint peels.

Doors and windows shall be able to prevent the entrance of dust, insects, rodents and

other food contaminants.

10) Rooms shall constructed in such a way to allow adequate air and light circulation.

11) There shall be a toilet with hand washing facility. The toilet shall be easily cleanable,

well ventilated and not open directly to the store.

Materials and equipments

1)

2)

3)

4)

5)

Shelves or pallet shall be available in such a way that they are at least 20cm away from
the floor, 50 cm the walls and 30cm from the ceiling. Each shelf shall be placed 50 cm
away from each other.

Depending on the climatic conditions of the area there shall be ventilator or air
conditioner.

Any materials in the store having contact with the regulated product shall not
compromise the safety and quality of products.

An enclosed waste bin, fire extinguisher, first aid kit, necessary safety materials and
working cloths shall be available.

Where products that need refrigerator for their storage, it shall have refrigerator or

cooling equipments.

Professional requirement

1)

Any person engaged in import, export or distribution of regulated products under this

directive shall have an adequate number and appropriate technical and other personnel.

10



16.

17.

2)

The person who runs the business as technical personnel shall have at least bachelor's

degree in food science and technology, food science and nutrition and food engineering.

Responsibilities of the Technical Personnel

1)

2)

3)

4)

5)

6)

7)

The appropriate technical personnel is responsible for any health related hazards caused
by compromised safety and quality from the respective products.

A technical personnel is required to inform, any observed deviation from the original
safety and quality, to the owner.

If the owner of the business fails to take any corrective action in case where action is
necessary, the technical personnel shall have the obligation to inform the Authority.

If the deviation believed to be an eminent and serious hazard to the public health, the
technical personnel shall inform to the authority without awaiting the decision of the
owner.

Technical personnel shall facilitate on job training on food safety, and handling for other
personnel.

The technical personnel shall keep the invoices and other records regarding to the sale of
the product and shall report to the authority annually.

The technical personnel shall follow up the distribution channel of the product to the

market.

Scoring and conditions for the denial of certificate of competence

1)

2)

In order to be granted with a certificate of competence, an applicant shall fulfill at least
80 % of set requirements as provided under ANNEX-I1I1 of this directive.
Notwithstanding to sub-article (1) of this article, certificate of competence may not be
granted if

a) there is no adequate and appropriate storage room;

b) the walls and floor of the storage room are not easily washable;

c) adequate lighting and ventilation is not available;

d) the required technical personnel is not available; and

e) depending on the nature of the product, there is no palate or shelf;

11



18.

19.

20.

21.

3) Where a certificate of competence is granted in accordance with sub-article (1) of this
article with minor non-compliances, a memorandum of understanding in accordance with
ANNEX-IV shall be signed between the inspectors and the applicant with a view to
correct deficiencies and the applicant shall take the required corrective measures within

the time period stipulated under the agreement.

Displaying certificate of competence

Original of the certificate of competence shall be placed in a conspicuous place where it can

be easily seen by clients and regulatory officers.

Replacement of certificate of competence

Any person whose certificate of competence is damaged or lost may request replacement by

submitting a signed and dated application to the Authority.

Change of address and technical personnel

No person may change location and technical personnel of the facility without notifying and
securing the permission from the Authority.

Renewal of the certificate of competence

1) A certificate of competence shall be renewed between "Hamle"1 and "Nehase™ 30 of the
Ethiopian calendar up on the confirmation of regulatory compliance through annual
inspection, and payment of prescribed service fee.

2) If the certificate of competence is not renewed in accordance with sub-article (1) of this
article, it shall be renewed with 50% increment penalty for each of the coming two

months.

12



3) |If the certificate of competence is not renewed in accordance with sub-article (2) of this

article, the certificate of competence shall be considered cancelled.

PART FOUR
PRODUCT IMPORT, EXPORT AND WHOLESALE

22. Import requirement

1) In order to get port clearance, the following documents shall be required:

a) Application letter;

b) Copy of certificate of competency;

¢) Registration certificate;

d) Health certificate;

e) Certificate of analysis containing, at least the date of analysis, name of organization
performing the analysis, certificate reference number, name of the product, batch or lot
number, physic-chemical and microbiological test results.

f) Invoice;

g) Packing list; and

h) Airway bill or bill of loading;

2) Where any original certificate is in language other than English or Amharic, copies shall
be presented together with certified translation.

3) Notwithstanding to sub-article (1) (d) of this article, where health certificate is not
customary to be issued in the country of origin, such may be confirmed by the Authority
from Embassy, consulate or appropriate government organ of the country of origin.

4) Importation of a product sample may only be allowed for the purpose of product
registration.

5) Certificate of competence may not be required and the Authority may grant special
permit where the product to be imported is used for scientific research, sample for
registration, humanitarian aid, personal use which may not be of commercial size as

determined by customs Authority.

13



23. Packaging and labeling

1) Packaging and labeling of imported products shall be in accordance with the registration
specification for finished products.

2) Any product, at the time of release, shall have more than six months of time to expire if
its total shelf life is nine months, and more than 50 % of its total shelf life if the shelf life
is more than nine months.

3) Depending on the purpose, the need and the time of use after entrance, the Authority may
allow the import of products, with less than six months of time to expire.

24. Export

Depending on requirements of the country of destination and mandate of the Authority,

required regulatory documents may be issued by the Authority to exporters.

25. Storage, transportation and distribution

1)

2)

3)

4)

Applicable safety standards shall be observed during storage, handling and transportation
of products.

Products shall be stored in an appropriate condition according to instructions placed on
its label.

Products shall be stored separately from chemicals and other potential sources of
contamination.

Deteriorated, expired, and damaged products shall be stored separately from products
until disposal.

14



PART FIVE
ADMINISTRATIVE MEASURES

26. Administrative measures and complaint handling

1)

2)

3)

4)

Products, entities or individuals who violate requirements of this directive or other
applicable laws may be subjected to appropriate administrative measure in accordance
with the Directive on Administrative Measure Taking and Complaint Handling
Procedure.

The person against whose product or whom an administrative measure is taken in
accordance with sub-article (1) of this article may lodge complaint in accordance with the
Directive on Administrative Measure Taking and Complaint Handling Procedure.
Complaints may be submitted by the licensee, owner of the business or a duly authorized
agent of the owner or licensee. The complaint shall be submitted within 30 days from the
time when administrative measure is taken.

Without prejudice to sub-article (1) of this article, the following may be used as

illustrative lists for suspension and revocation:

27. Suspension

Based on the severity of the violation, certificate of competence may be suspended from 1 to

6 months in one of the following condition:

1) If warning is given for more than two times and does not take any corrective actions

accordingly;

2) sale, buy or distribute product without knowledge of the technical personnel;

3) advertise the products;

4) the certificate of competence is in any manner transferred to third parties;

5) If the institution is suspended by another appropriate organ from business activities, its

certificate of competence shall be suspended for the same duration of time; and

6) If comparable violation is committed.

15



28. Revocation

Based on the severity of the violation, certificate of competence may be revoked up to 2 years, if

the person;

1) obtained its certificate of competence through fraudulent acts;

2) possess or sale a product in any manner from any person having no certificate of
competence;

3) add or mix any substance to the product so as to increase its bulk or weight, or make it
appear better or for any other similar purpose; and counterfeiting;

4) import, export, or distribute a product other than the product type the certificate of
competence issued for;

5) possess, sale or distribute any unregistered, adulterated, counterfeited, damaged, expired,
banned, unlabeled or unduly labeled product;

6) intentionally acquire a product from unlawful sources or intentionally sale to or distribute
those products to a person having no certificate of competence;

7) without having contractual agreement with the manufacturer, sales products by
repacking, or relabeling the pre-packed products;

8) continue operating its business by violating terms and conditions of any suspension
measure;

9) is subjected to three or more suspension measures for similar faults listed under the

suspension provision within three years;

10) is prohibited from doing its business by another appropriate government organ;

11) advertise its product for more than two times in contrary to applicable laws;

12) impedes the work of inspector; or

13) commits other comparable violations.

29. Returning certificate of competence

The certificate of competence shall be returned within two working days if suspended,
revoked, and not renewed during the renewal period or termination of operation up on

one's own will.

16



PART SIX

MISCELLANEOUS PROVISIONS

30. Supply chain and documentations

1)

2)

3)

4)

5)

6)

An importer may only sell products to a wholesaler or retailers having valid certificate of

competence from the appropriate organ.

A wholesaler may only sale infant and special formula to health institutions, special
shop and super marketer having a certificate of competence from the appropriate organ.
A wholesaler may only sale follow up formula to retailers having a certificate of
competence from any appropriate organ.

The business operator shall keep the full address of the organization to whom the
product is sold and the organization from whom the product is bought.

Documents regarding import, export or wholesale activities, including invoices, receipts,
stock and bin cards, and damaged, expired, or disposed products shall be kept for one
year after expired date of the products in appropriately and supplied to the Authority

when required.

Periodic report regarding imported, distributed, exported, damaged, expired or disposed
products shall be made to the Authority every six months.

31. Public and media disclosure

1) Disclosure of administrative measure shall only be allowed after 30 days of the final

decision by the Authority or if the case is under complaint procedure after the final

decision on the complaint.

2) Notwithstanding sub-article (1) of this article, the Authority may publicize administrative

measures where failure to publicize would result public health risk.

17



32. Advertisement

Infant, follow up and Special Nutritional Formula may only be advertized in accordance with
the Authority’s Food Advertisement Directive.

33. Service fee

Any person who seeks regulatory service under this directive may be required to pay
applicable service fee to the Authority.

34. Inapplicable and repealed laws

1) Any directive which is inconsistent with this directive shall not be applicable with respect
to those matters provided for in this directive.
2) “Infant Formula, Follow-up Formula and Formulas for Special Nutritional Purpose

Regulatory Directive No. 13/2013” is hereby repealed.

35. Effective date

This directive shall enter into force on 11 October/ 2014.

Yehulu Denekew

Director General

Ethiopian Food, Medicine and Healthcare Administration and Control Authority

18
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ANNEX-I

2 —
\
Ethiopian Food, Medicine and Healthcare Administration and Control

Authority
Application for Registration

Name of applicant organization

Full address
Region City Sub-city/Woreda
House No. Phone No. Fax/email

Name of the applicant individual
Full address and responsibility of the individual

Region City Sub-city/Woreda
House No. Phone No. Fax/email
Applicant’s responsibility in the organization

Name of the product to be registered
Type of the product
Color of the product
Presentation (Pack size, content)

19



7. Shelf life (in months)

8. Manufacturer information
Name of the manufacturer
Full address
Plant address
Postal address
Phone number
Fax number
E-mail
Website

9. List or annotate required documents or materials (attached with this form)

| HEREBY DECLARE THAT THE ABOVE STATEMENT IS TRUE TO THE BEST OF MY
KNOWLEDGE AND BELIEF AND ATTACHED DOCUMENTS FURNISHED WITH THIS
APPLICATION ARE GENUINE AND | UNDERSTAND IT MAY BE USED AS EVIDENCE
FOR PENALTY UNDER ETHIOPIAN CRIMINAL LAW

Name of applicant individual signature and date

For official purpose

Application Number

Date of receipt

Registration Number

Registration Date

Office’s Name and Signature
Date
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ANNEX-1I

BV AVA
PAPRL PN Pam LG PmG ﬁg n000, AOTSECS RPPC AAADNT
Ethiopian Food, Medicine & Health Care Administration and Control Authority

Application Form for Certificate of Competence

Full name of the applicant individual
Full address and responsibility

Region City Sub-city/Woreda
House No. Phone No. Fax/email
Applicant’s responsibility in the organization
Name of the organization

Full address
Region City Sub-city/Woreda
House No. Phone No. Fax/email

Full name of the owner/manager of the organization

Adress
Region City Sub-city/Woreda
House No. Phone No. Fax/email

Type of business
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Importer [ ] Wholesaler [ ]  Exporter [ ]

5. The type of product intended to hold
Infant formula [ ]  Follow-up formula [ Ppecial formula [ ]

Complementary Food ]
6. Full name of technical personnel

Education level

(Attach copy of credentials: original credential must be presented during issuance of COC)

I hereby declare that the above statement is true to the best of my knowledge and belief and
attached documents furnished with this application are genuine and | understand it may be used

as evidence for penalty under the Ethiopian criminal law

Name of applicant individual signature and date

For official purpose

Application Number

Date of receipt

Office’s Name and Signature
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ANNEX-11I

e
PN Poo &G PG @Y nonn, a0 t8L.CT RTTC ANOATT
Ethiopian Food, Medicine & Healthcare Administration and Control Authority

PP 9922768, I°ONC OLP T Aaohmvt N HPMMEDT P90 A 30T RN T PO

Inspection form to be filed by inspectors for issuing certificate of competence

A. Organization name product type
Address region Zone/sub city Woreda city Kebele unique name of the place telephone
B. Name of the organization owner/Representative
C. Name of technical personnel
+4¢ | HCHC ovAh.£2F  Measuring criteria Pavavllf | P4OM
M @~ 17
Evaluatio | Point
n point given
1 Environmental condition 21
11 LCEE Pk dao T 03 AT N0 LAD- + AT 7
Exposure of the Premises for potential contaminants
location of the premises related to residential
1.2 oo\t AT U
Infrastructure
2 PV 39 hO-€ V-27=design and construction 45
21 PUTAD NG J h2LhPTF@- 9°N IC £Am- 01991 2
Premises height from
22 | vH@ CETINE TIELEA U 5
Type of building materials used
23 £CEE: 9 LnFF®- £9°0 oo’y A19C PAGAE NgT U 4
Adequacy of the storage room with respect to the amount of the product to be stored
24 AP PN TThoTF AGA I O-H0AD: 2707 794 137 avB8RSG Phl av ML NEA avF ¢
2.5 Presence of rejected products storage area and quarantine area 5
2.6 Presence and conditions of toilet and hand washing facilities 5
2.7 PV 7785 OAA A°105T A 9 ErT 7
The suitability of Wall, floor and ceiling for washing
2.8 29NN F NG NLE LN TPHL PN ao-b G ndTAF POV L NCY T PaohAh hdao- 3
Capability of building materials, of ceiling, to protect the entrance of direct sun light and to regulate temperature
29 U@ OCS aohit 907 ANAA hLTA 11CT PaohAhd hd oo 4
Capability of Doors and windows to protect the entrance of potential contaminants
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211 | 0°9h7F 1eh @-0T LA PNCY 35 Ch?C HO-0-C V-3 7
Condition of Lighting and ventilation of the storage room

212 | pLL¥ 00 hLEH UL 3
Handling condition of solid and liquid waste

3 ANLANT, 7OAFFS £A%AF Necessary materials and equipments 31

31 °MF AP T COLLNTA Nk oo CLLS MLI° TN 9056735 Co1ELLN 211G Phdlan T | 10
U
Availability of sufficient palates and/or shelves and manner of the order

3.2 ECOE PPHPH ATAAIT@ oomP P7LLNLANIT @ 9°0F €7L.00°TF hP't 9°0-7 Alh+oo TS | 10
A%FH P7LENTA oL P avF 4.
The presence of refrigerator if there are products which needs to keep their cold chain.

3.3 PavLand P VRIS ACK/F av1eh, ad\ (4P av§e. 2
Presence of first aid kit

34 LG AT hLD TIT 4L ovALe avF¢} 2
Presence of fire extinguisher

35 P9 NCR T a0l 8 oo W NCY T av567F 5
Presence of SOP

3.6 POLATT U T aoMNEE L4 LN oG LT 2
Presence of personal protective materials

4 Technical Personnel 3

4.2 fm.g 9°Cavd- 3
Health Examination
m¥An 100
Total

Recommendation of the Authorized Officers

Name of Authorized officers signature
date time
?UAL®- A0t £91 Recommendation of Authorized person
Name signature date time
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N AVA
Ph AL PPN Pan 3G PMLS ’{’K anan ANFSLCS RTTC AIANATT

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

AMemorandum of Understanding

ANNEX-IV

Pav-+ Mo’ P
1. PLCetk ay eoeC: 961
Organization’s name product type
heed

Address
A Hi/aln+oq ML5 0t +0A,

Region Zone/sub city Woreda City Kebele
0.4 h-1LA Can.@- A% aomé e

Telephone E-mail Unique name of the place

2. PRCE-: aA0T / -t O9®
Name of the organization owner/Representative

3. eknLhA Qpov-e age
Name of technical personnel

4 | 0&CEE @0T CFTT ne T Ne:Ce-k O\ LAV

¢ PN L ACI°BPT

S No Gaps’ identified

Corrective action that has to be taken

.0
o7
Time
frame to
take
correcti
ve
actions

9°Cov-
Remark
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PAINTACT N9° &G gL Ce-E aanT/ +@n e N9°S 4G

Name of inspectors signature Name of the organization owner/Representative
1 & signature
2.
3.
+7 3
Date Date
9P

o BCEA P poomarF ovL.CT h80% TCAP M8 AAF FL POLNMM- hPs 7-L0+F-T7 N7I01HhA By PooloJoo5 P60
0007 W AHIEF L T NECES: POUNT 25 T heCet: 4.86A IC LOHA P35 hT NAINTHI?T Nl 5eshfdT
AnTTA LNTIA::

o BCEAL LT AN PCF NCI7] 4.98 N1 PohooAn Py BV Povd-79a05 6 NUNT- hTT 1HIEF LT T
NECCEAL: POLNT 25 WL e CEA4: 4.6A IC BLLHA::

o B NMW- Povd-77a0F 178 a0l 7 hGAFEF (-PoomAt PLH 7841 1930 h 7010 IV@- V7 ao0l1 h1-594-P h(CI°%
LaDNENT A -

. If organization comply at least 80% of the directive criteria for getting certificate of competence for taking corrective actions on
deviation this memorandum of understanding form shall be prepared in three copies; 1 copy for organization, the other copy shall
attached with the organization files and the third copy shall be given to inspection and surveillance directorate.

. If the organization does not comply with the requirements of this directive this memorandum of understanding form shall be prepared
in two copies; 1 copy shall be given for the organization and the other copy shall be kept attached with the organization file.

. If organization does not take a corrective action within the time frame specified on the memorandum of understanding the Authority
may take the administrative measure.

26




ANNEX-V

A5 P LI NR e &3 TS G 000 ANHSLCT PPC AANANT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Photo
AP T 724015 °0hC ol T

Certificate of Competence

¢rC
Ref.No
+7
Date
PLCEA: g 7L Ne- LT
Organization’s Name Business type
oLl PI°CT 81T
Product Type

PLCR: e e
Address of the organization

naa a7 (IR o+
Region Sub city/Zone Woreda City
A, e0./krC a/krC 4-nn
Kebele House no Telephone Fax

PL:C 01 QAT ov-A. NY°
Owner’s Full Name

CCPA: QANANT PoMNo) ovNi.CHT 1904k Aa-T420m (19°0: Moo 5746 AmSs hnh,
ANTSLCS RPPC APP 661/2002 ool LV PP 9949198, 9°OANC @olb T THOPLA::

This Certificate of Competence is issued upon fulfillment of requirements set by the Authority in accordance with
Food, Medicine and Healthcare Administration and Control Proclamation No. 661/2009.

714, &C71 Am0F 77
Signature of Authorized Person Date of Issue
J L0 T LN LN
Renewed Renewed Renewed
200 E.C/201__G.C 200 E.C/201__G.C 200 E.C/201__G.C
PRLATY BPC PRLATY RPC PRLATY PC
R/no R/no R/no
&HC71 &G &G
Signature Signature Signature
“7900..° /Notice/

1. LU NPT 149190 9°NAC @b T N hav-l: QA0 RTLTONLH LHME-A::
This certificate of competence shall be considered cancelled unless renewed every year.
2.  CCEA AN MAT o VIFG w0 4.CRF oo A0E DT LU CNPT 99497195, 9°0NC 0T 4018 0 LI° ANEH LTAA::
This certificate of competence may be suspended or revoked if the organization is found in violation of appropriate laws &
standards.
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ANNEX-VI

A4

PAACHL PPN P L STG PG Y N ANFSLCS #TTC AANATN
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Application Form for Port Release

Date:

To: The Ethiopian Food, Medicine & Healthcare Administration & Control Authority
branch port of entry.

1. Name of importer

Full address
Region City Sub-city/Woreda
House No. Phone No. Fax/email

2. Name of applicant individual
Full address and responsibility
Region City Sub-city/Woreda
House No. Phone No. Fax/email
Applicant individual’s responsibility in the organization

3. Certificate of competence number
4. Full Name of transit Phone No:
E-Mail:

The following product has been imported and is waiting for inspection by the Authority’s
inspector. | hereby request a release certificate.

Bill of loading/airway bill: Date of Arrival:
Port of Entry

Country of Origin Quantity

Invoice Number Food Consignment description
Container IDs: Container Location

Our representative / transitor will be available at the time of inspection. Copies of all required
documents are annexed along with this application.

I hereby declare that the above statement is true to the best of my knowledge and belief
and attached documents furnished with this application are genuine and | understand it
may be used as evidence for penalty under the Ethiopian criminal law.

Name of applicant individual signature and date
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ANNEX-VII

E
PATOHE PIPMN TP SLAG ¢S @Y il ANHSLCS ETTC AANANT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Product Rejection Form

To: Customs and Revenue Authority Date:

Types of product rejected

Commodity imported by

Consignment Number Invoice Number
Country of Origin Quantity
The above mentioned product was inspected by Dr/Mr./Mrs./Miss the

inspector of the Authority. The Authority requests you to reject this product and not to release it from
this port of entry as the result(s) of the inspection analysis shows that the product does not conform
to the specifications prescribed under the Food, Medicine and Healthcare administration
proclamation N0.661/2009 Article 5 Sub - Articles 2(g).

Sincerely

Name of the inspector
Signature
Seal of the Authority

CC.

To inspection and enforcement Directorate
To inspection and surveillance directorate

To the owner of Product
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Phtex P PI°INICav & TG PG

ANNEX-VIII

i AONHFESLCS RTTC AANNTT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Port Entry-Exit Inspection Result Form

Importer name:-

Certificate of competence No:-
Port of Entry/Exit:-

AWB/BL:-
Invoice number:-
Declaration number:-

ocouprwndE

S.n Description of products Unit Quantity Name of
0 manufacturer

Country of
Origin

Bach /Lot.

No.

Manufacturi
ng Date

Expiry date

Remark

Result of inspection
Condition of the product

Storage and transportation

Packaging and labeling

Laboratory test result

Other requirements with the reference to regulation and guideline

(Sampling Technique):

Laboratory test recommended? Yes......... NoO .........

Conclusion : in view of inspection the quality of these product;
fully complies 1 not complies -
General recommendation:

Name and signature of inspector

Name

Signature Date of inspection

time
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EE
PAPRL PO Pam& TS PG Y 0 ANTSLCS ETTC AANATNT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Sampling Form

I/we, listed below inspector (s) of Authority mandated in accordance with Article 5 2(d) of the
Food, Medicine and Healthcare Administration and Control Proclamation N0.661/2009 have
taken the following sample for the purpose of laboratory analysis.

Name of the sample’s owner

Certificate of Competence No.

Name and types of the sample

Quantity

Batch No.

Expiry date

Manufacturer Name

O NP IWIN| -

Place of sampling

9 Reasons of the sampling

Name of Authorized inspectors owners name /representative of the
organization

signature name
signature signature

signature date time

Date of Sampling time

The inspectors’ coordinator recommendation

Inspectors’ coordinator name

Signature

Date
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NV AYA

PhTORE CI° M I Pao LG PG @Y nann, ANTRBLCT RTTC AADATNT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Sample Submission Form

To:

According to the mandate given under Article 5 Sub Article 2(d) of the Food, Medicine and
Healthcare Administration and Control Proclamation N0.661/2009 the Authority have send the
following sample for the purpose of laboratory analysis. Please, notify us the result of the
examination/analysis.

[

Name and types of the sample

Quantity

Batch No.

Manufacturing date

Expiry date

Country of Origin

Sampling Date

Reasons of the examination

Ol 00 N o O &~ WO DN

Type of the examination
(e.g. microbiology, physicochemical, nutritional
content, toxicology etc....)

Authorized Officer
Full name

Signature

Date
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R AVA
j g
PP P0G MG S v, ANTSLCS R TTC AANANT
Ethiopian Food, Medicine & Healthcare Administration and Control Authority

Memorand

um of Understanding Form for a

Quarantined Product

I/'we name listed below the inspector (s) of Authority according to the mandate given under
Article 5 Sub Article 2(e) of the Food, Medicine and Healthcare Administration and Control
Proclamation N0.661/2009 have quarantined the following this product until its safety and

quality is proved.

1. Owner’s Name COC. No

Address

Region Zone/Sub-City Woreda City Kebele

Unique Name of the Place telephone
2. Quarantine Food Address

Region Zone/Sub-City Woreda City Kebele

Unique Name of the Place telephone
S.No Types of Food Bach/lot No. manufacturin Expiry date Name of the | Country of | Quantity Reasons  of  the
g date manufacturer origin quarantine

I the owner/possessor of this product my name is listed herein below confirmed that this product quarantined by the inspector(s) of the Authority will not be moved or used from its place until

the investigation result is known.

Owner/Possessor Name, Signature

Date time

Inspector(s) name who quarantined the product

Name
1. signature
2. signature
3. signature
Date of quarantine time
N.B

This form shall have three copies

1% copy shall be sent to inspection and surveillance

2" copy shall file with the importer document and

3" copy shall be kept in hand of inspector with the pad
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E
PhTOH L I PSS PG @Y aifl ANTSLCS ETTC AANANT
Ethiopian Food, Medicine & Healthcare Administration and Control Authority

+7
PaopPEfe GPL RTC
Date Release Permit No.
Noo)(\, G co@-s8), (1C Cavi\bd.f "1q0E.° N1 &
Entry-Exit Port Release Notification
A
To

hiy 01 e Eadam- 9°90 019°N: Nop 25715 AnS 1000 ANTFSLCT RPPC APP £1C 661/2002 AT ANT
AN LT VT 000L.Co 097,000 MooVt @& VIC @07 A 24570 0L 04 VI A2 5m7 .9 L HAP~::

The food item specified hereunder has been approved to be Imported/Exported to/from the country in accordance with the
requirements of the Food, Medicine & Healthcare Administration & Control Proclamation No. 661/2009 and other relevant laws.

1 | eeCcekay
Name of the Organization

2 | PavA Y A1 PC
Bill of lading No.

3 | A70en
Invoice No.

4 | 28044007 PC
Declaration number

5 | egea- 9L
Type of food

7 | QA0 L0 @0 OL VIC A4S L1000IC 2745 LoM C-haha (ha)
Food not approved to be imported/exported from the invoce (if any)

P> 9.£%7F (type of food) avQlL.P | aom7 PICAL amp | 7N Ph9° Lk PAandA(l

(unit) (Quantity) ¢ (batch | p.pangr0F LCE N T 01C
No) (Manufacturer) | (Country of
(Manf.date) -
origin)

PATNERTC ov-A. O 9Y-1-9°

Name of aouthorised inspector

&G Seal

Signiure

e-HAmT P77 AN T P9 eNPNT P

Date of issuance Valid up to

TP :

LY 62C9° 00T h ANUIEF PTo- N19°%H 25w I A\CCEA: Por07 S 35w Wi TG 9C PolPoop LUPTA::
This form shall have three copies the orginal sent to custom & revenue, the 2™ copy to the organization and the 3 copy shall be kept along with
the pad/
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!E
PhTORE PPN Poo&DL TG PG @Y nno, aft8LCS RTTC NADAMNT
Ethiopian Food, Medicine & Healthcare Administration & Control Authority

Telephone: +251115522547

Fax: +251115521392

E-mail: requlatory@fmhaca.gov.et

Website- http://www.fmhaca.qgov.et

P.O.Box - 5681

Addis Ababa - Ethiopia

Ref. No / / Date:
/ /

HEALTH CERTIFICATE

This is to certify that , Address
Ethiopia is registered under certificate of competence No in accordance with the Food,
Medicine and Healthcare Administration and Control proclamation No. 661/2009 of Ethiopia, as
a food . The food is inspected to ascertain compliance with the
prescribed standard.

Permission is hereby granted to it for export of Metric Tons of
to as here under shown.
Name of food Invoice Number Batch no Quantity (MT) Values ($US) remark
Total

Please note that this Health Certificate is limited to this consignment only, and is
Valid from Date / / to Date / /
Signed by:

Authorized person
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N AVA

PAACHL PPN P LSLTG PG Y i AFSLCS ETTC AANAT
Ethiopian Food, Medicine & Healthcare Administration and Control Authority

N9°2MN “9n°7F e PI°7M avlCLLP MLI° ThT hb?laoT °LAN

MFE@®I PN FIL LCEF AN T PULPHOED WA oNT ALTLT@- £o710
PovLCLLE MLI° T AT ad®lovT WILTLhTA®- oo P77 hANT

8m
A
120 cm
1nI Shelf
i T X 20cm
1m I free space b/n shelves
<>
20 cm
10
v I 2ocm
7.6m

1m

Shelf/ pallet

EEEELEELEELEREELEELEELEELE

Lo
.

v

Eroo cnace

Free space b/n shelves

NAZE PN 10°1F a8 NS¢ POLTA P9°7 avfCl4P mL9® Tat MMt v 0T
NtPaoma- Ot aoOlt 2I0P LFAA::

A°AA. NOAN AL ATLtPaomm- PaoPHY 04 10°0HC N 8 “UHC PPY 27091 hed AS4-
9T A avLCLELPT MLI° T AT ATIDP ATLTLNAD LIPGA::

Total Area =  width*length
(Area 4) = 10m*8m
= 80m?>

U7 W8 (hboom@- oodd.Ch ooOlt hi& P9°MN aof(CRLE ®LI° TN AdbarT 79T A
hTho1F nen 7£75% 1.7 20 (% C$ aobao T hAT::
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MHY oo0l T h7LE28@ OMhd-k hAdMen, PA@- /20cm*4 side/ N4 hmPAA Poo U N4 ood'n
LY IRk
HY oonlt

Area, = width,*length,
(width;-(20cm*2))*(length;-(20cm*2))
(10cm-0.4m)*(8m-0.4m)
9.6m*7.6m

= 72.96m’

NARLY P9°7N ool CLLEPE @AM @ 4T (Area ,) AL NF GTm Adoom PoLFA::
(LY aoOl T 0°7ho7F naea- 0 Area , A8 A5 P2LTA PaofCLLE T A%TDP

Area »
No of shelves/ =
Pallets Area of shelves + Area of free space
72.96m’
(Im*7.6m)+(1m*7.6m)

= 4.8 shelves / pallets
g FF10A@- °aA oonld 0 80m® N4l LA@ oo IH? ASS Po17A (1m width & 7.6m length
AT @ AAGT) PAAS N\HT 5 AT NF Lrsa 2T 1o
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