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Preamble

WHEREAS, protection of the public from adulterated, misbranded or otherwise unsafe cosmetic

products and sanitary items is one of the authority’s public health responsibilities;

WHEREAS, it is found essential to require medicated cosmetic and functional cosmetic to pass 

through a registration process and confirm their safety and effectiveness before being authorized for 

marketing in the country;

WHEREAS, it is found very important to regulate and control the presence of prohibited ingredients

or harmful concentration of restricted ingredients in cosmetic products is detrimental to health;   

WHEREAS, it is necessary to take appropriate administrative and legal actions against violating 

products, entities and individuals; 

WHEREAS, the existing regulatory framework in relation to cosmetic and sanitary items is found to 

be incomprehensive and unpredictable; 

WHEREAS, it is believed to be valuable to provide importers, exporters and distributors with 

minimum regulatory information before their products legally make its way to the market; 

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 No. 299/2014.     
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PART ONE

GENERAL

1. Short title 

      This directive may be cited as “Cosmetics and Sanitary Items Directive No.24./2014.”

2. Definitions

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

Regulation No.299/2014, in this directive, unless the context otherwise requires:   

1) “Cosmetics” includes ordinary, medicated and functional cosmetic;

2) “Ordinary Cosmetic” means any substance or preparation intended to be applied to

external part of a human body (epidermis, hair system, nails, lips and external 

genital organs) or with the teeth and the mucous membranes of the oral cavity with 

a view exclusively or mainly to cleansing, beautifying, promoting attractiveness, 

or altering the appearance without affecting the body’s structure or functions. This 

shall also include any substance intended for use as component of a cosmetic;   

3) “Medicated cosmetic ” means any substance or preparation containing active drug 

ingredients which helps for preventing, healing or treating skin diseases or 

disorders, or having a therapeutic claim, and intended to be rubbed, poured, 

sprinkled or sprayed on or introduced in to or otherwise applied to external part of 

a human body or part thereof for cleansing, beautifying, promoting attractiveness 

or altering the appearance and substances intended for use as a component for such 

substances; It shall  include antiseptics and disinfectants;

4) “Functional cosmetic ” means any substance or preparation having whitening, anti-

wrinkling or anti-aging effect;  any substance or preparation intended for 

clarification or bleaching of the skin or a substance or preparation with primary 

sunscreen effect having Sun Protection Factor (SPF) greater than four, or 



2

secondary sunscreen effect having Sun Protection Factor (SPF) greater than 

twenty; 

5) “Claim” means any message or presentations including pictorial, graphic, 

symbolic or any form of representation, which states, suggests or implies that a

product has particular characteristics relating to its origin, function, nature, 

composition or any other characteristics; 

6) “Whitening agent” means a cosmetic product that is designed to whiten the skin 

tone; 

7) “Anti-wrinkling agent” means a cosmetic that is designed to minimize the 

appearance of the lines in the face or body; 

8) “Sunscreen” means a cosmetic product that is designed to protect the skin from the 

Ultra Violate A (UVA) and Ultra Violate B (UVB) rays of the sun or to develop

natural looking tanning of the skin;  

9) “Primary sunscreens” means a sunscreen cosmetic intended for therapeutic 

purpose; 

10) “Secondary sunscreens” means a sunscreen cosmetic having a primary purpose of 

moisturizing and containing a sunscreen for secondary purposes;

11) “Ultra Violet (UV) filter” means a substance which is added to a sunscreen 

cosmetic for the purpose of filtering UV rays to protect the skin;

12) “Mouth washes” means a liquid or spray oral hygiene products for prevention of 

mouth odor or breath fresheners; 

13) “Body deodorizer” means a preparation for external use for prevention of body 

odor;

14) “Heat rashes powder” means a powder for external use for prevention of heat 

rashes;

15)   “Dentifrice” includes tooth pastes, tooth powders, tooth liquids containing 

hydrogen peroxide, fluoride, precipitated calcium and silicon dioxide;

16) “Bath preparation” means a product for external use for bath which may contain 

soap as body deodorant or a skin disease assisting treatment;

17) “Laundry soap” means a product consisting primarily of an alkali salt of fatty acid; 
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18) “Sanitary item” means any preparation used in the maintenance of cleanliness of 

human, household, and includes pads, diapers, tampons, dentifrices, sweat-bands 

and detergents; 

19) “Detergent” means any substance or preparation containing soaps and/or other 

surfactants intended for washing and cleaning processes. Detergents may be in any 

form (liquid, powder, paste, bar, cake, molded piece, shape, etc.) and marketed for 

or used in household, or institutional or industrial purposes; 

20) “Auxiliary washing preparation” means a product intended for soaking (pre-

washing), rinsing or bleaching clothes, household linen, etc; 

21) “Laundry fabric-softener” means a product intended to modify the feel of fabrics 

in processes which are to complement the washing of fabrics;

22) “Surfactant” means any organic substance and/or preparation used in detergents, 

which has surface-active properties and which consists of one or more hydrophilic 

and one or more hydrophobic groups of such a nature and size that it is capable of 

reducing the surface tension of water, and of forming spreading or adsorption 

monolayers at the water-air interface, and of forming emulsions and/or micro-

emulsions and/or micelles, and of adsorption at water-solid interfaces; 

23) “Biodegradability” means the structural change or transformation of a surfactant 

by microorganisms results in the loss of its surface active properties due to the 

degradation of the parent substance and consequential loss of the surface active 

property; 

24) “Ultimate biodegradability” means the level of biodegradability achieved when the 

surfactant is totally used by microorganisms  in the presence of oxygen resulting in 

its breakdown to carbon dioxide, water, and mineral salt of any other element 

present;    

25) “Misbranded cosmetic ” means a regulated product under this directive which is 

falsely labeled, having misleading labeling or if it does not bear the required 

labeling information in accordance with this directive and/or other applicable laws;

26) “Adulterated cosmetic ” means a regulated product under this directive which 

bears or contains any poisonous or deleterious substance that may render it 

injurious to user; a product consisting in whole or in part of any filthy, putrid, or 
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decomposed substance; a product consisting a substance other than its content or 

by substituting its content in whole or in part by such other substance or by storing 

or manufacturing it under unsanitary conditions whereby it may have been 

contaminate;

27) “Label” means any material which is written, printed, graphic matter or affixed to 

a packing material which provides the necessary information about regulated

product under this directive, and includes an insert;

28) “Product” means cosmetic and sanitary items as defined under this directive; 

29) “Expiration date” means the date after the product will be expired and should not 

be used anymore; 

30) “Period after Opening” (PAO) means the time after which the product may cease 

to comply with the general safety requirement; 

31) “Special shop” means a shop specially designed to sold or distribute cosmetics in 

self contained or separated area within the supermarket or other firms; and 

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

and Control Authority. 

3. Objectives 

    The objectives of this directive shall be to: 

1) protect the public from adulterated, mislabeled or otherwise unsafe cosmetics and 

sanitary items;

2) ensure safety and effectiveness of medicated cosmetic and functional cosmetic;

and 

3) Provide guidance for importers, exporters and distributors with regulatory

information concerning minimum requirements in the marketing of regulated 

products under this directive. 
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4. Scope 

This directive shall be applicable on all products and raw materials of cosmetic and

sanitary items.

                                 

5. Principles  

1) In order to market regulated products exporters, importers, and distributors shall 

have a certificate of competence issued by the Authority.

2) Notwithstanding to sub-article (1) of this article, medicated cosmetic and 

functional cosmetic products shall also be registered in accordance with this 

directive. Where the product is to be imported, a pre-import permit granted by the 

Authority shall accompany the product.  

3) Subject to applicable provisions of this directive, ordinary cosmetic and sanitary 

items may be imported without prior registration.

4) Without prejudice to the preceding provisions, regulatory requirements in relation 

to cosmetics and sanitary items shall be enforced through inspection at ports of 

entry, storage, and during and after distribution.    

5) Appropriate administrative measures shall be taken against violating products.

6) Importer and distributor, as appropriate, shall be responsible for the safety 

problems associated with their marketed products.     

PART TWO

CERTIFIATE OF COMPETENCE

6. Requirements and issuance of a certificate of competence 

1) Any person who wants to import, export, or wholesale a regulated product under 

this directive shall apply for a certificate of competence in accordance with 

ANNEX-I.
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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 design and construction, materials and manpower as defined 

from Article 7 to Article 10 of this directive.   

3) Where the applicant intends to operate trade in ordinary cosmetics together with 

medicated and function cosmetics, it shall fulfill particular requirements provided 

for medicated and functional cosmetics.  

4) 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.  

5) 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. 

6) If the inspection result conducted under sub-article (5) of this article warrant

granting of the certificate of competence, the Authority shall issue the same against 

payment of the prescribed service fee.

7. 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) have basic infrastructures including road, electricity, and water; 

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.
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8. Building 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, dispatch 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 building shall be constructed with materials that do not affect the safety and 

quality of the product; 

4) The storage room shall be separate or separately enclosed. 

5) 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. 

6) Wall of the storage room shall be easily cleanable, free from cracks, and not 

convenient to harbor dirt.

7) 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.

8) Rooms shall be constructed in such a way to allow adequate air and light 

circulation. 

9. Materials and equipments 

1) Shelves or pallets shall be placed in such a way that they are at least 10cm away 

from the floor and 20cm away from the walls and 30cm from the ceiling. Each 

shelf shall be placed 50cm away from each other. 

2) Depending on the climatic conditions of the area there shall be ventilator or air 

conditioner.

3) Any materials in the store having contact with the regulated product shall not 

compromise the safety and quality of products;

4) An enclosed waste bin, fire extinguisher and first aid kit shall be available. 

5) Necessary safety materials for workers including glove and working cloths.     
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6) Where products that need refrigerator for their storage, it shall have refrigerator or 

cooling equipments.

7) Where the facility holds or distributes medicated and functional cosmetics, it shall 

have equipment to measure moisture and temperature.

10. Professional requirements 

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.

2) For a person to engage in trade in medicated and functional cosmetics, the person 

who runs the business as technical personnel shall be druggist or pharmacist.   

3) If the person wants to engage in trade in ordinary cosmetics alone or sanitary items, 

it shall have a person who completed at least grade 10 in accordance with the new 

education policy or grade 12 in accordance with the prior education policy as 

technical personnel. 

4) The technical personnel described under sub-article (3) of this article shall be 

familiar with basic knowledge regarding the handling, storage, transportation, use,

nature, content, side effects and other related character of the product. 

11. 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.

12. 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.
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13. 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.

14. 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.

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 THREE

ILLUSTRATIVE LIST OF COSMETICS AND REGISTRATION 

15. Illustrative list of ordinary cosmetic

1) Ordinary cosmetic products shall include deodorants, skin washes, moisturizer, 

cleanser, cream, scrub, astringent, toner, lotion, toothpastes and gels that contain 

1000 mg/kg or less of fluoride ion, mouthwashes that contain an antibacterial 

substance, mouthwashes that contain 220 mg/L or less of fluoride ion, primary 

sunscreen products where their SPF is less than four, moisturizers containing a 

sunscreen as a secondary purpose and those products listed under Annex-III of this 

directive.
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2) The moisturizers containing a sunscreen as a secondary purpose expressed under 

sub-article (1) of this article shall meet the definition of secondary sunscreen 

product and shall not be water-resistant.

3) Any ordinary cosmetic product having a therapeutic claim shall be regulated as a 

medicated cosmetic and pass through the registration procedure required under this 

directive.

16. Illustrative list of medicated cosmetic 

1) Medicated cosmetic includes antiperspirant, antidandruff preparations such as 

antidandruff shampoos, antidandruff hairdressings, antidandruff lotions, 

antidandruff oil, antidandruff creams; antibacterial skin cleansers, anti-acne 

products; toothpastes, mouthwashes, gels having 1000 mg/kg or more fluoride ion;

antiseptics, disinfectants and intimate products. 

2) For the purpose of this directive “antiperspirant” means a product that reduces the 

extent of sweating, with or without the presence of perfumes, as well as the 

occurrence unsightly sweat marks on clothing. These products serves as temporarily 

reducing the extent of normal sweating by modifying the organic function of sweat 

glands, minimizing body odors, and decreasing the occurrence of unsightly sweat 

marks on clothing. 

3) For the purpose of this directive “intimate product” means personal products 

intended for soothing or lubricating the intimate part of human organ for sexual 

activity.     

4) Notwithstanding to sub-article (1) of this article, antiperspirant preparations that 

derive their antiperspirant properties from inorganic salts such as aluminum, zinc or 

zirconium and  indicated for hyperhydrosis or otherwise providing a more 

permanent effect or treat or mitigate a disorder shall be classified as medicine. 
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17. Illustrative list of functional cosmetic 

Functional cosmetic is as defined under article 2(4) of this directive and include such 

products with anti-wrinkling, anti-aging, whitening, anti-hair loss products or sunscreen 

claims or ingredients.

18. Registration requirement 

Any person who wants to market medicated cosmetic and functional cosmetic shall

have its product    registered in accordance with the following articles. 

19. Administrative documents 

1) Application for registration  

a) A duly 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 medicated cosmetic or functional cosmetic shall be made in accordance 

with Annex-IV of this directive. 

b)   An applicant shall submit actual sample of the proposed product, its primary 

and secondary packaging materials and labeling information together with the 

hard and electronic copy of registration file.

c) The Authority may require the applicant additional information or samples for 

clarification during evaluation of the product.  

d) If the applicant fails to submit written response for the information or 

documentation required under sub-article (1) (c) of this article within six 

months, or if the queries has been reissued for the third time and the applicant 

provide unsatisfactory responses, the application shall be deemed to be
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withdrawn. An applicant whose application is rejected in accordance with this 

article may reapply for registration.  

e) An applicant whose application is considered withdrawn in accordance with 

sub-article (1) (d) of this article may lodge new registration application.

f)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.  

2) Good manufacturing practice, free sale certificate and manufacturer profile 

a) Certificate of Good Manufacturing Practice (GMP) from local regulatory 

authority; and free sale certificate issued by competent organ in the country of 

origin and, authenticated by Ethiopian embassy or consulate shall be 

submitted. 

b) In appropriate circumstances, internationally accepted certification or 

certificate of quality management system may be accepted in lieu of GMP.

c) Background information including year of establishment, development of the 

company since establishment, organo gram and full address of the 

manufacturer shall be submitted. Manufacturer profile may be omitted if the 

manufacturer is already registered with the Authority. 

20. Technical documents 

1) Chemical and analytical data for raw materials 

a) Manufacturer shall indicate reference to each ingredients used for the 

preparation of the product to be registered. Reference may be made to the

International Cosmetic Ingredient Dictionary (ICID), European Union 

Cosmetic Ingredients Compendium (EUCIC), or other compendiums accepted

by the Authority.
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b) If the reference and /or specification of an ingredient are in-house, the 

manufacturer shall submit definition of the ingredients, identification (both the 

method of identification and result obtained by the indicated method), method 

of manufacturing or preparation, and analytical data and test method for the 

raw materials. 

c) All substances used in the preparation must be given in the qualitative and 

quantitative formula. This could be: active ingredients, preservatives, 

antioxidants, chelators, buffering agents, solvents and other additives.

d) The basic and minimum specifications active ingredient of medicated and 

functional cosmetic shall have include chemical identity, physical form, 

purity of the chemical, characterization of impurities or accompanying 

contaminants, solubility, partition coefficient(Log Pow), additional relevant 

physical, microbiological and chemical specifications. 

e) In addition to requirements mentioned under sub-article (1) (d) of this article, 

certificate of analysis should be submitted to provide full characterization of 

the test chemical.

2) Formulation data 

a) Data on composition 

Composition data shall indicate all the lists of ingredients, including the 

quantity and quality specification. The name used for and ingredient shall be 

identified by its common name as provided for in the common ingredients 

nomenclature or, in the absence of nomenclature or of a common name, by its 

chemical name, its Cosmetic, Toiletry, and Fragrance Association (CTFA)

name, its European pharmacopoeia name, its international non-proprietary 

name as recommended by the World Health Organization, its Inventory of 

Existing Commercial Substance (INECS), International Union of Pure and 

Applied Chemistry (IUPAC) or Chemical Abstract Service (CAS)

identification reference or its color index number. 
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b) Method of manufacture (preparation) 

i. The method of manufacture shall show flow chart for the method of 

manufacture, concise description of the method of preparation mentioning 

the quality and quantity of the raw materials used including the final 

packaging and labeling procedures.

ii. Method of preparation including all physical, chemical, enzymatic, 

biotechnological and microbiological steps shall be clearly stated.

iii. Description on the precautions and in-process controls that are made in 

connection with different stages of manufacturing shall be indicated. 

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

a) Manufacturer of a regulated product under this chapter, where appropriate, 

shall mention relevant control parameter for the finished product and their 

limit of specification. The final product specification may indicate 

appearance (clarity, color, homogeneity and odor), consistency, particle 

size, pH, average weight or volume, microbiological limit and assay. 

b) Method of analysis for the finished product shall indicate all the test method 

and specification. The test methods shall mention including the equipment, 

reagent and method. 

4) Stability data 

                     Stability data shall be submitted and it shall indicate:

a) the formulation;

b) minimum of two batch numbers and batch type; 

c) date of manufacture; 

d) expiry date or any comparable statement including, “use within …..years 

from the date of manufacture” or “best before …….’; 

e) type and chemical nature of the packaging materials; 
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f) analytical methods that will quantitatively measure the characteristic 

structural and chemical properties of each active or functional ingredients of 

a dosage form and distinguish them from their degradation products so that 

active ingredient content can be measure; 

g) initial and all subsequent results of chemical, physical and/or biological 

testing. The frequency of testing must be every three months including the 

initial for the first year and every six months for the second year and every 

year thereafter; and 

h) summary of the study and storage recommendations based on the generated 

data. 

5) Data demonstrating safety and efficacy

a) To determine the margin of safety for human use, relevant toxicity tests shall

be submitted. Where appropriate, single dose toxicity, primary skin irritation, 

ocular or mucous membrane irritation test, skin sensitization, photo toxicity 

and photosensitivity, and repeated human irritation test shall be submitted. 

b) For sunscreen products, SPF test method and expression of SPF shall be 

submitted.  

c) For Whitening agents, in vivo tyrosine activity, in vitro melanin synthesis 

inhibition assay, and DOPA autoxidation test shall be submitted.

d) For anti-wrinkle products, cell proliferation assay, collagen synthesis assay, 

and elastase inhibition assay shall be submitted.

e) For fluoride containing tooth paste, enamel solubility reduction test, and

fluoride enamel uptake test shall be submitted. 

21. Notification of variation and re-registration

1) Where there is any variation of a registered medicated cosmetic and functional 

cosmetic after market authorization, the responsible person shall have the obligation 
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to notify of the variation to the Authority before marketing this product. For the 

purpose of this article, the “responsible person” means, an importer of the product.    

2) A product registered in accordance with the preceding article shall be valid for five 

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 certificate and a confirmatory letter that the method of manufacture or 

preparation is not changed.

PART FOUR

PACKAGING AND LABELLING

22. General 

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

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

hygienic, safety and quality.       

2) The immediate container of an ordinary cosmetic, medicated cosmetic and 

functional cosmetic shall be affixed or written on with a label bearing the following 

particulars in clearly legible and indelible letters at least in Amharic or English:

a) Name of the product; 

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

c) Form of the product;

d) Intended use of the product;

e) Instructions of use; 

f) Net content; 

g) List of ingredients; 

h) Batch or lot number; 

i) Precautions and warnings, where necessary; and 

j) Storage condition, as appropriate.
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3) Expiry date, best before or period after opening or comparable terms shall be clearly 

written on the immediate container of medicated cosmetic and functional cosmetic

product.

4) Expiry date best before or period after opening or comparable terms shall be clearly 

written on immediate container of the product, where necessary.   

5) Notwithstanding to sub-article (4) of this article, expiry date shall be specified for an 

ordinary cosmetic whose shelf life is thirty months or less.

6) Period after opening (PAO) may be used when, after opening, the deterioration of 

the product may lead to harm to the consumer. PAO symbol or term may not be 

necessary where no physical opening of the product as in the case of products 

presented in containers where there is no possibility of contact between the product 

in the container and the external environment (e.g. aerosols), and the product is a 

single-use item.

7) Where the size, shape or nature of the container or package does not permit all the 

information provided under this directive to be displayed, leaflets, pamphlets, hang 

tags, display panel; shrink wrap and the like shall be used. However, these 

particulars must appear on the container indicating the name of the product, batch or 

lot number and expiry date, where appropriate. 

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

following sub-articles:

a) List of ingredients, which will be present in the final product including both the 

quantity and quality specification. The name used for and ingredient shall be 

identified by its common name as provided for in the common ingredients 

nomenclature or, in the absence of nomenclature or of a common name, by its 

chemical name, its International Non-proprietary name as recommended by the 

World Health Organization, its International Union of Pure and Applied 

Chemistry (IUPAC) or Chemical Abstract Service (CAS) Identification reference

or its color index number.

b) In case of decorative cosmetic marketed in a range of color shades, all coloring

agents used in the range may be listed if they are preceded by the symbol¨+/-¨ or 

¨±¨ or the phrase ¨may contain¨;
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c) Botanicals must be listed by specifying at least genus and species portions.

d) Ingredients that are present at a concentration of 1% or less and all coloring

agents, regardless of their concentration may be listed in random order after the 

ingredients that are present at a concentration of more than 1%.

9) Liquid or oral hygiene products (e.g. Mouth washes, fresheners) and all cosmetic 

vaginal products (eg. douches, tablets) must be packed in a tamper resistant 

package. The feature may involve the immediate or outer container or both. The 

package must also bear a prominently placed statement alerting the consumer to the 

tamper-resistant feature. This statement must remain unaffected if the tamper 

resistant feature is breached or missing.  

10) In addition to the general requirement for labeling, a hair dye product label should 

indicate the categories of hair dye (Permanent, Semi permanent or temporary hair 

colors), and coal tar containing hair dye product label shall bear direction for patch 

test and should bear the following caution, "This product contains ingredients which 

may cause skin irritation on certain individuals and a preliminary test according to 

accompanying directions should first made. This product must not be used for 

dyeing the eyelashes or eyebrows; to do so may cause blindness.”

11) Any SPF or equivalent category description shall be disclosed on the label of 

sunscreen products. 

12) The SPF or equivalent category description disclosed on the label shall be 

determined by acceptable International Standards for the precise formulation. 

13) Label claims must be true, verifiable and accurately communicate product features, 

characteristics and performance. In particular, the following statements are 

prohibited: 

a) "Recommended by doctors" or any other word or words or pictorial 

representation implying that medical practitioners in general recommend its 

use. 

b) A claim that conveys that the product possesses health-giving properties 

shall, unless such word, indication or claim can be scientifically 

substantiated.
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14) Where an ordinary cosmetic product is prepared for use for a specific facility (such 

as hotels and other hospitality institutions), and the name of the institution is affixed 

or written on the product, labeling requirements provided under this article may not 

be applicable. 

23. Leaflets 

1) Medicated cosmetic and functional cosmetic shall have leaflets or package insert 

accompanying the product. 

2) Every leaflet or package insert of functional and medicated cosmetic shall at least 

include the following particulars in clearly legible and indelible letters at least in 

Amharic or English:

a) Name of the product; 

b) Form of the product;

c) Intended use of the product; 

d) Instructions of use of the product; 

e) Net content given by weight or volume, in metric system; 

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

g) List of ingredients; 

h) Precautions and warnings; 

i) Its adverse effect ; 

j) Storage condition where applicable; and 

k) Pregnancy and lactation related issues.

24. Import requirement

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

a) Application letter; 

b) Certificate of competency; 
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c) Certificate of origin; 

d) Copy of certificate of analysis for medicated cosmetic and functional cosmetic   

e) Invoice;

f) Packing list; 

g) Original free-sale certificate for the ordinary cosmetic from the appropriate

government organ per manufacturer during the first time of importation;    

h) Airway bill or bill of loading; 

i) Pre-import permit for medicated cosmetic and functional cosmetic;   

j) Registration certificate for medicated cosmetic and functional cosmetic; and 

k) Manufacturer’s declaration of absence of prohibited substances and compliance 

with the content lists of restricted substances for the ordinary cosmetic. 

  

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) (g) of this article, where free sale certificate is not 

customary to be issued in the country of origin, such may be certified by the

Authority from Embassy, consulate or appropriate government organ of the country 

of origin.    

4) An ordinary cosmetic shall only be imported if their label is in accordance with this 

directive.

25. Storage, transportation and distribution

1) Applicable safety standards of detergents, ordinary cosmetic, medicate cosmetic,

and functional cosmetic shall be observed during storage, handling and 

transportation. 

2) Products shall be stored in their appropriate condition according to instructions on 

the label.

3) Deteriorated, expired, and damaged products shall be stored separately from 

products until disposal.
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4) Every effort shall be made to make sure products are stored in such a way that it 

supports the first expired first out (FEFO) and first in first out (FIFO) principles.

5) Inspection of a regulated detergents and cosmetic facility shall be carried out based 

on identified adverse event, complaints or agency self-initiated compliance 

investigation. 

6) Importer or distributor of medicated cosmetic and functional cosmetic may only 

distributes products for retails.

7) For the purpose of this article, “retailer” includes drug shop, pharmacy and special 

shop.

8) Medicated cosmetic and function cosmetic shall be held by trained professional in 

the field and an authorized facility.   

26. Import requirements for detergent and cosmetics raw materials 

1) Labeling 

Importers of raw materials for detergent, ordinary cosmetic, medicated cosmetic 

and functional cosmetic shall at least include the following particulars on the 

primary container in clearly legible and indelible letters at least in Amharic or 

English 

a) Name of the product; 

b) Name and full address of manufacture, supplier, distributor, importer, as 

appropriate 

c) Batch or lot number, where appropriate; 

d) expiry date, where necessary; 

e) Precautions and warnings, where necessary; and 

f) storage condition, where necessary.  
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2) Required documents 

An importer of raw materials intended for use in the production or use of 

detergent, cosmetic, medicated cosmetic and functional cosmetic shall submit 

a) Application letter;   

b) Certificate of origin; 

c) Safety data sheet and/or certificate of analysis; 

d) Invoice; 

e) packing list; 

f) pre-import permit for active raw materials intended for medicated cosmetic 

and functional cosmetic; and

g) Airway bill or bill of loading.

27. 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.

28. Prohibitions and restriction of ingredients 

1) An importer shall take every effort to make sure products introduced in to this 

country do not contain prohibited ingredients or violate restriction of ingredients as 

provided from Annex V to Annex-X of this directive. 

2) Where a product is found suspicious to have or confirmed to have prohibited or 

restricted ingredients, the Authority may take appropriate administrative measures.

3) A product intended to be placed in the market shall not contain any of the following:

a) A prohibited ingredient as provided in Annex V of this directive; 
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b) Any substance listed in column b of Annex VI of this directive unless the 

requirements in column c, d, e and f of that annex in relation to that substance are 

satisfied; 

c) Any coloring agent which is not listed in Annex VII of this directive; 

d) Any preservative listed in column 2 of Annex VIII of this directive unless the 

requirements in column 3, 4, and 5 of the Annex in relation to that preservative 

are satisfied; 

e) Any preservative which is not listed in Annex VIII of this directive; 

f)   Any UV filter listed in column 2 of Annex IX of this directive unless the 

requirements in column 3 and 4 of the Annex are satisfied.

PART FIVE

SANITARY ITEMS

29. Biodegradability requirement of surfactants in detergents   

1) Manufacturers placing detergent products on the market shall conform 

biodegradability of surfactants used in these products obtain from their surfactant 

suppliers, written confirmation (on Material Safety Data Sheet or on a specific 

document or analysis certificate) that the surfactants used may be placed on the 

market without further limitation due to their ultimate biodegradability.

2) The ultimate biodegradability criteria shall apply to all types of surfactants (anionic, 

non-ionic, cationic and amphoteric). The criteria for ultimate biodegradability shall 

be 60% in 28 days. Manufacturers shall hold, as the disposal of the authority, a 

technical file with the results for the test of ultimate biodegradability.

3)   In the case of surfactants that do not pass the ultimate biodegradability test, the 

technical file shall also contain the results of the primary biodegradability test and 

the complementary risk assessment. The criteria for primary biodegradability are 

80% in 28 days. If the criteria for ultimate biodegradability are not fulfilled, 

derogations are possible only for certain surfactants in detergents used in industrial 

or institutional sectors in applications. 
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4)   For the purpose of sub-article (3) of this article, written confirmation shall be 

obtained that surfactants fulfill the pass criterion of 80% for primary 

biodegradability and a derogation issued by a competent public authority must be 

available for the surfactant in question.

30. Labeling of sanitary items 

1) Manufacturers shall at least include the  following particulars on the primary 

container in clearly legible and indelible letters at least in Amharic or English

a) Name of the product; 

b) Full address of the manufacturer; 

c) Name of ingredients; 

d) Optical brighteners,  perfumes, enzymes, disinfectants and preservation agents

irrespective of their concentration, where appropriate;

e) Certain fragrance ingredients in concentrations exceeding 0.01 % by weight 

must be listed on the packaging of detergents; 

f) Form of the product;

g) Intended use of the product; 

h) Instructions of use of the product; 

i) Precautions and warnings, where necessary; and

j) All allergens. 

2) If added, as such, at concentrations exceeding 0.01 % by weight, the allergenic 

fragrances for detergents intended to be used in the industrial sector, and not made 

available to the general public, the above mentioned requirements do not have to be 

fulfilled if the equivalent information is provided by means of technical data sheets, 

safety data sheets, or in a similar appropriate manner.
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PART SIX

ADMINISTRATION MEASURE AND COMPLIANT HANDLING

32. General 

1) Any importer, exporter, or wholesaler who violates 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.  

2) 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.

3) 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.   

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

illustrative lists for suspension and revocation: 

  33. Suspension of a license

Without prejudice to grounds of suspension provided under relevant laws, and based 

on the severity of the violation, the Authority shall suspend   certificate of 

competence of the importer, exporter, or wholesaler from one month to six months, 

if it:

1) fails to allow inspection of its premise or products;

2) fails to submit, accurately or on time, or falsify information requested by the 

Authority;
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3) allows a professional who is not duly licensed or who has been suspended by a 

competent authority from practicing his/her profession to work in the facility; 

4) found  holding products with the absence of authorized personnel or technical 

manager;

5) fails to notify the Authority of any change to professionals or premises design 

and/or place without approval; 

6) commits other comparable violations; and 

7) is suspended by other government organ (for the same duration of time). 

  34. Revocation of a License 

Without prejudice to grounds of revocation provided under relevant laws, and based on the 

severity of the violation, the Authority shall revoke certificate of competence of importer, 

exporter, or wholesaler, up to two years, if it: 

                

1) obtained its certificate of competence through fraudulent acts;

2) intentionally possess or sale a product in any manner from a 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;

4) import, export or distribute a product other than the product type the certificate of 

competence issued for;

5) possess or sale any unregistered, adulterated, counterfeited; expired or unlabeled 

product;

6) continue operating its business against the terms and conditions of any suspension 

measures; 

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

8) impedes the work of inspectors; and 

9) engage in any act which constitutes a serious violation in accordance with the directive 

on Administrative Measure Taking and Complaint Handling and the violation is 

subject to revocation measure;
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35. 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. 

3) Publication in accordance with sub-article (2) of this article shall be approved by the 

Director General of the Authority. 

PART SEVEN

MISCELLANEOUS

31. Supply chain and documentations 

1) An importer may only sell products to a wholesaler having valid certificate of 

competence from the Authority. 

2) A wholesaler may only sale products to a retailer having a certificate of competence 

from appropriate organ. 

3) 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.

4) 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 from date of expiry of the product.

5) Periodic report regarding imported, distributed, exported, damaged, expired or 

disposed products shall be made to the Authority every six months. 
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32. Service fee 

Any person who seeks regulatory service under this directive may be required to pay 

applicable service fee to the Authority. 

33. Inapplicable laws

Any directive or customary practice which is inconsistent with this directive shall not be 

applicable with respect to those matters provided for in this directive.  

34. Effective date 

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

Yehulu Denekew

Director General

Ethiopian Food, Medicine and Healthcare Control and administration Authority
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ANNEX-I

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር ባለልጣን

Ethiopian Food, Medicine & Health Care Administration and Control Authority

Application Form for Certificate of Competence

1. 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___________________________________________

2. Name of the organization   
__________________________________________________________
Full address 

Region__________________City_________________Sub-city/Woreda____________________

House No._______________ Phone No._____________Fax/email________________________

3. Full name of the owner/manager of the 
organization______________________________________
Adress 
Region__________________City_________________Sub-city/Woreda____________________

House No._______________ Phone No._____________Fax/email_________________________

4. Type of business 

Importer                         Wholesaler                       Exporter 

5. The type of product intended to hold

Ordinary cosmetic                     Medicated cosmetic           Functional cosmetic      
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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 I 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-II

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

Memorandum of Understanding 

1. የድርጅቱ ስም___________________________የምርቱ ዓይነት______________________
   Organization’s name                                    product type

    አድራሻ  
    Address                
   ክልል_________ዞን/ክ/ከተማ__________ወረዳ_______ከተማ________ቀበሌ_____
      Region        Zone/sub city                 Woreda                City                   
Kebele  
   ስ.ቁ___________   ኢ-ሜይል____________ የአካባቢው ልዩ መጠሪያ_____________  
     Telephone                       E-mail                                  Unique 

name of the  place

2. የደርጅቱ ባለቤት / ተወካ ስም_______________________________
         Name of the organization owner/Representative 

3. የቴክኒካል ባለሙያ ስም_______________________________
        Name of technical personnel

ተ

.

ቁ

S

.

N

o

በድርጅቱውስጥ የተገኙ ክፍተቶች

Gaps’  identified 

በድርጅቱ  መወሰድ ያለባቸው

የማሰተካካያ እርምጃዎች

Corrective action that has to 

be taken 

የጊ

ዜ

ወሰ

ን

Tim

e 

fra

me 

ም

ር

መ

ራ

R

e

m

a
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ማሳሰቢያ

r

k

የኢንስፔክተሮች ስም               ፊርማ

Name of inspectors              signature 

1. _______________      ___
2. _______________      ___
3. _______________      ___
ቀን

Date ___________________________

የድርጅቱ ባለቤት/ ተወካይ ስምናፊርማ

Name of the organization owner/Representative        

and signature 

_____________          ______

ቀን

Date ____________________
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 ድርጅቱ የተቀመጠውንመስፈርት ከ 80% ፐርሰንት በላይ አJልቶ ፍቃድ የሚሰጠው ከሆነ ጉድለቶችን ለማስተካከል ይህ የመተማመኛ ቅፅ
በሶስት ኮፒ ተዘጋጅቶ 1 ኮፒ ለድርጅቱ የሚሰጥ 2ኛ ኮፒ ከድርጅቱ ፋይል ጋር ይያዛል፣3ኛ ኮፒ ሊአንስፔክሽንና ሰረቬላንስ ዳይሬክቶሬት
ለክትትልይሰጣል፡፡

 ድርጅቱ መስፈርቱን ሳያJላ ቀርቶ በድጋሚ ፈቃድ ለማውጣት የሚመለሰ ከሆነ ይህ የመተማመኛ ቅፅ በሁለት ኮፒ ተዘጋጅቶ 1ኛ ኮፒ
ለድርጅቱ የሚሰጥ 2ኛ ኮፒ ከድርጅቱፋይልጋርይያያዛል፡፡

 ድርጅቱ በገባው የመተማመኛ ሰነድመሰረት ክፍተቶቹን በተቀመጠለት የጊዜ ገደብ ካላJላ አግባብ ባለው ህግመሰረት አስተዳዳራዊ እርምጃ
ይወሰድበታል፡፡

NB

 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. 
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ANNEX-III

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

Illustrative Lists of Ordinary Cosmetic   

Types of Ordinary Cosmetic 

Skin 

Skin care products

1. Face care products other than face mask
2. Face mask
3. Eye contour products
4. Lip care products
5. Hand care products
6. Foot care products
7. Body care products
8. Chemical exfoliation products
9. Mechanical exfoliation products
10. Other related skin care products

Skin cleansing 

products

1. Toilet soap 
2. Bath/shower products
3. Make-up remover products
4. External Intimate hygiene products
5. Other skin cleansing products

Body hair removal 

products

1. Chemical depilatories
2. Physical depilation products
3. Other body hair removal products

Bleach for body hair 

products

1. Bleach for body hair

Correction of body 
odor

1. Body deodorizer 

Shaving and pre- / 
after-shaving products

1. Shaving products
2. Pre- / after-shaving products
3. Other shaving and pre- / after- shaving products

Make-up products 1. Foundation
2. Concealer
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products 3. face make-up products
4. Mascara
5. Eye shadow
6. Eye pencil
7. Eye liner
8. Lip stick
9. Lipstick sealer
10. Body or face paint , including "carneval make-
up"
11. Other make-up products

Perfumes 1. Hydroalcoholic perfumes
2. Non-hydroalcoholic perfumes

Other skin products

without therapeutic or 

functional effect 

Hair and 
scalp  
products

Hair and scalp care 
and cleansing products

1. Hair conditioner and shampoos 
2. Scalp and hair roots care products

Hair coloring products 1. Oxidative hair color products
2. Non-oxidative hair color products
3.Hair bleaching and dye remover products
4. Other hair coloring products

Hair styling products 1. Products for temporary hair
2. styling permanent wave products
3. Hair relaxer / straightened products
4. Other hair styling products

Other hair and scalp 
care and cleansing 
products

1. Hair sun protection products
2. Other hair and scalp products
3. Nail

Nail and 
cuticle 
products

Nail varnish and 

remover products

1. Nail varnish / Nail make-up
2. Nail varnish remover
3. Nail varnish thinner
4. Nail bleach
5.Other nail varnish and remover products

Nail care / nail 

hardener products

1. Nail care products
2. Nail hardener
3. Other nail care / nail hardener products

Nail glue remover 

products

Nail glue remover

Other nail and cuticle 

products

1. Cuticle remover / softener
2. Nail sculpting products
3. Other nail and cuticle products



36

Oral 
hygiene 
products
(subject 
to Article 
7 (1) of 
this 
directive)

Tooth care products 1. Toothpaste
2. Tooth cleansing powder / salt
3. Other tooth care products

Mouth wash / breath 

spray

1. Mouth wash
2. Breath spray

Tooth whiteners 1. Tooth whiteners

Other oral hygiene 

products

Other oral hygiene products
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                                                                                             ANNEX-IV

Ethiopian Food, Medicine and Healthcare Administration and Control

Authority 

Application for Registration 

1. Name of applicant organization _______________________________________________
        Full address 

Region__________________City_________________Sub-city/Woreda_______________

House No._______________ Phone No._____________Fax/email___________________

2. Name of the individual  ____________________________________________
Full address and responsibility  

Region__________________City_________________Sub-city/Woreda_______________

House No._______________ Phone No._____________Fax/email___________________

Applicant’s responsibility in the organization____________________________________

3. Name of the product to be registered ___________________________________________
4. Type of the product ________________________________________________________
5. Color of the product ________________________________________________________
6. Presentation (Pack size, content) ______________________________________________
7. Shelf life (in months) _______________________________________________________

8. Name of the ingredients, strength (%) and function
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9. Main indication

10. Manufacturer information 
         

         Name of the manufacturer___________________________________________________

         Full address ______________________________________________________________

         Plant address_____________________________________________________________

         Postal address ____________________________________________________________

         Phone number____________________________________________________________

         Fax number______________________________________________________________

         E-mail_________________________________________________________________

         Website_________________________________________________________________

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

Registration Number

Registration Date

Office’s Name and Signature

Date
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ANNEX V

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

LIST OF PROHIBITED INGRIDIENTS



41



42



43



44



45



46



47



48



49



50



51



52



53



54

ANNEX VI

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

List of substances not allowed in cosmetic except under special conditions
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ANNEX-VII

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

List of dyes, pigments and color additives
Table 1: dyes suitable for use in all cosmetic and toiletry goods
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Table 2 –dyes suitable for use in cosmetic and toiletry goods Applied externally
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Note:

When the dyes are used for manufacture of:-

(a) Lipsticks, they shall be restricted to 6 per cent, maximum (pure, dry basis)

(b) Mouth washes and dentifrice, they shall be restricted to a maximum of 0.75 

mg ingestion per day.
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TABLE 3 – Permitted pigments and Colour additives
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In addition to Table 3, pigments and colour additives which shall be considered 

suitable for use in:-

(a) Hair dyes are Bismuth citrate and henna. The maximum permissible limits for 

lead and arsenic shall be 20 mg/kg and 3mg/kg respectively, maximum 

permissible limit for mercury in bismuth citrate shall be 1mg/kg.

(b) Finger nail polish is silver. The maximum level of silver shall not exceed 1 

per cent of the final product.
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ANNEX-VIII

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY 

CONTAIN SUBJECT TO RESTRICTIONS

The substances marked with the symbol (+) may also be added to cosmetic products in 

concentration other than those laid down in this schedule for other purposes apparent from the 

labeling of the products, e.g. as deodorants in soaps or as anti-dandruff agents in shampoos.

The concentration of the substance, when it is used as a preservative, in a product may not 

exceed the limit set out in column c.

Where a product is intended to be mixed with another product in specified proportions before 

use, the level of concentration shall be calculated by reference to the mixture. Other 

requirements are specified in column d. In this schedule- “Salts” is taken to mean: salts of the 

cations sodium, potassium, calcium, magnesium, ammonium, and ethanolamines; salts of the 

anions chloride, bromide, sulphate and acetate. “Esters” is taken to mean: esters of methyl, 

ethyl, propyl, isopropyl, butyl, isobutyl and phenyl. In column b, the percentage concentration 

is measured by reference to mass (m/m) unless a contrary intention appears. All finished 

products containing formaldehyde or any substances named in this schedule which release 

formaldehyde must be labelled with the warning “contains formaldehyde” where the 

concentration of formaldehyde in the finished product exceeds 0.05 percent.
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ANNEX-IX

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

LIST OF UV FILTERS WHICH COSMETIC PRODUCTS MUST NOT CONTAIN 

EXCEPT UNDER SPECIFIED CONDITIONS

In this Schedule, the matters specified in column 3, 4 and 5 which apply to a particular 

substance are those set out to the right of its name as mentioned in column 2. The concentration 

of the substance in a product may not exceed the limit specified in column 3. Where a product 

is intended to be mixed with another product in specified proportions before use, the level of 

concentration shall be calculated by reference to the mixture. Required information is specified 

in column 4. In column 3 of this Schedule, the percentage concentration is measured by

reference to mass (m/m) unless a contrary intention appears. Names which appear in square 

brackets in column 2 are the International Nomenclature Cosmetic Ingredient names of the 

substances in question given in the inventory of ingredients employed in cosmetic products.
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ANNEX-X

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና ክብካቤ አስተዳደርና ቁጥጥር

ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority

Allergenic Fragrances Ingredients

These ingredients appear on the list of substances in Annex III, Part 1 of Directive 76/768/EEC
(INCI names in brackets).
 Amyl cinnamal (AMYL CINNAMAL) o Benzyl alcohol (BENZYL ALCOHOL)
 Cinnamyl alcohol (CINNAMYL ALCOHOL) 
 Citral (CITRAL)
 Eugenol (EUGENOL) 
 Hydroxycitronellal (HYDROXYCITRONELLAL ) 
 Isoeugenol (ISOEUGENOL) 
 Amylcinnamyl alcohol (AMYLCINNAMYL ALCOHOL) 
 Benzyl salicylate (BENZYL SALICYLATE) 
 Cinnamal (CINNAMAL) o Coumarin (COUMARIN) 
 Geraniol (GERANIOL) 
 4-(4-Hydroxy-4-methylpentyl)-3-cyclohexenecarboxaldehyde (HYDROXYISOHEXYL

3-CYCLOHEXENE CARBOXALDEHYDE) 
 Anisyl alcohol (ANISE ALCOHOL) 
 Benzyl cinnamat (BENZYL CINNAMATE ) 
 Farnesol (FARNESOL) 
 2-(4-tert-Butylbenzyl)-propionaldehyde (BUTYLPHENYL METHYLPROPIONAL) 
 Linalool (LINALOOL)
 Benzyl benzoate (BENZYL BENZOATE) 
 Citronellol (CITRONELLOL)
 Hexyl cinnam-aldehyde (HEXYL CINNAMAL) 
 D-Limonene (LIMONENE) 
 Methyl heptin carbonate (METHYL 2-OCTYNOATE) 
 3 -Methyl-4-(2,6,6-trimethyl-2-cyclohexen- 1 -yl)-3 -buten-2-one (ALPHA-

ISOMETHYL IONONE) o Oak moss extract (EVERNIA PRUNASTRI EXTRACT) 
 Treemoss extract (EVERNIA FURFURACEA EXTRACT)
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Preamble


WHEREAS, protection of the public from adulterated, misbranded or otherwise unsafe cosmetic products and sanitary items is one of the authority’s public health responsibilities;  

WHEREAS, it is found essential to require medicated cosmetic and functional cosmetic  to pass through a registration  process and confirm their safety and effectiveness before being authorized for marketing in the country; 

WHEREAS, it is found very important to regulate and control the presence of prohibited ingredients or harmful concentration of restricted ingredients in cosmetic products is detrimental to health;   

WHEREAS, it is necessary to take appropriate administrative and legal actions against violating products, entities and individuals;  

WHEREAS, the existing regulatory framework in relation to cosmetic and sanitary items is found to be incomprehensive and unpredictable; 


WHEREAS, it is believed to be valuable to provide importers, exporters and distributors with minimum regulatory information before their products legally make its way to the market;   


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 No. 299/2014.     


PART ONE

GENERAL


1. Short title 

      This directive may be cited as “Cosmetics and Sanitary Items Directive No.24./2014.”   

2. Definitions

Without prejudice to the definitions provided under Proclamation No. 661/2009 and Regulation No.299/2014, in this directive, unless the context otherwise requires:   

1) “Cosmetics” includes ordinary, medicated and functional cosmetic; 

2) “Ordinary Cosmetic” means any substance or preparation intended to be applied to external part of a human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and the mucous membranes of the oral cavity with a view exclusively or mainly to cleansing, beautifying, promoting attractiveness, or altering the appearance without affecting the body’s structure or functions. This shall also include any substance intended for use as component of a cosmetic;    

3) “Medicated cosmetic ” means any substance or preparation containing active drug ingredients which helps for preventing, healing or treating skin diseases or disorders, or having a therapeutic claim, and intended to be rubbed, poured, sprinkled or sprayed on or introduced in to or otherwise applied to external part of a human body or part thereof for cleansing, beautifying, promoting attractiveness or altering the appearance and substances intended for use as a component for such substances; It shall  include antiseptics and disinfectants;  

4) “Functional cosmetic ” means any substance or preparation having whitening, anti-wrinkling or anti-aging effect;  any substance or preparation intended for clarification or bleaching of the skin or a substance or preparation with primary sunscreen effect having Sun Protection Factor (SPF) greater than four, or secondary sunscreen effect having Sun Protection Factor (SPF) greater than twenty;    

5)  “Claim” means any message or presentations including pictorial, graphic, symbolic or any form of representation, which states, suggests or implies that a product has particular characteristics relating to its origin, function, nature, composition or any other characteristics; 

6)  “Whitening agent” means a cosmetic product that is designed to whiten the skin tone; 

7)  “Anti-wrinkling agent” means a cosmetic that is designed to minimize the appearance of the lines in the face or body; 

8) “Sunscreen” means a cosmetic product that is designed to protect the skin from the Ultra Violate A (UVA) and Ultra Violate B (UVB) rays of the sun or to develop natural looking tanning of the skin;  

9) “Primary sunscreens” means a sunscreen cosmetic intended for therapeutic purpose; 


10)  “Secondary sunscreens” means a sunscreen cosmetic having a primary purpose of moisturizing and containing a sunscreen for secondary purposes;


11) “Ultra Violet (UV) filter” means a substance which is added to a sunscreen cosmetic for the purpose of filtering UV rays to protect the skin;

12)  “Mouth washes” means a liquid or spray oral hygiene products for prevention of mouth odor or breath fresheners; 

13) “Body deodorizer” means a preparation for external use for prevention of body odor;


14)  “Heat rashes powder” means a powder for external use for prevention of heat rashes;


15)   “Dentifrice” includes tooth pastes, tooth powders, tooth liquids containing hydrogen peroxide, fluoride, precipitated calcium and silicon dioxide;

16) “Bath preparation” means a product for external use for bath which may contain soap as body deodorant or a skin disease assisting treatment; 

17) “Laundry soap” means a product consisting primarily of an alkali salt of fatty acid; 

18) “Sanitary item” means any preparation used in the maintenance of cleanliness of human, household, and includes pads, diapers, tampons, dentifrices, sweat-bands and detergents; 

19) “Detergent” means any substance or preparation containing soaps and/or other surfactants intended for washing and cleaning processes. Detergents may be in any form (liquid, powder, paste, bar, cake, molded piece, shape, etc.) and marketed for or used in household, or institutional or industrial purposes; 

20) “Auxiliary washing preparation” means a product intended for soaking (pre-washing), rinsing or bleaching clothes, household linen, etc;  


21) “Laundry fabric-softener” means a product intended to modify the feel of fabrics in processes which are to complement the washing of fabrics; 

22)  “Surfactant” means any organic substance and/or preparation used in detergents, which has surface-active properties and which consists of one or more hydrophilic and one or more hydrophobic groups of such a nature and size that it is capable of reducing the surface tension of water, and of forming spreading or adsorption monolayers at the water-air interface, and of forming emulsions and/or micro-emulsions and/or micelles, and of adsorption at water-solid interfaces; 

23)  “Biodegradability” means the structural change or transformation of a surfactant by microorganisms results in the loss of its surface active properties due to the degradation of the parent substance and consequential loss of the surface active property; 

24) “Ultimate biodegradability” means the level of biodegradability achieved when the surfactant is totally used by microorganisms  in the presence of oxygen resulting in its breakdown to carbon dioxide, water, and mineral salt of any other element present;     


25) “Misbranded cosmetic ” means a regulated product under this directive which is falsely labeled, having misleading labeling or if it does not bear the required labeling information in accordance with this directive and/or other applicable laws;   


26)  “Adulterated cosmetic ” means a regulated product under this directive which bears or contains any poisonous or deleterious substance that may render it injurious to user;  a product consisting in whole or in part of any filthy, putrid, or decomposed substance; a product consisting a substance other than its content or by substituting its content in whole or in part by such other substance or by storing or manufacturing it under unsanitary conditions whereby it may have been contaminate;

27)  “Label” means any material which is written, printed, graphic matter or affixed to a packing material which provides the necessary information about regulated product under this directive, and includes an insert;

28) “Product” means cosmetic and sanitary items as defined under this directive; 

29) “Expiration date” means the date after the product will be expired and should not be used anymore; 

30) “Period after Opening” (PAO) means the time after which the product may cease to comply with the general safety requirement; 

31) “Special shop” means a shop specially designed to sold or distribute cosmetics in self contained or separated area within the supermarket or other firms; and 

32)  “Authority” means the Ethiopian Food, Medicine and Healthcare Administration and Control Authority.  

3. Objectives 

    The objectives of this directive shall be to: 

1) protect the public from adulterated, mislabeled or otherwise unsafe cosmetics and sanitary items; 

2) ensure safety and effectiveness of medicated cosmetic  and functional cosmetic; and   

3)  Provide guidance for importers, exporters and distributors with regulatory information concerning minimum requirements in the marketing of regulated products under this directive. 

4. Scope 

This directive shall be applicable on all products and raw materials of cosmetic and sanitary items.  

5. Principles  


1) In order to market regulated products exporters, importers, and distributors shall have a certificate of competence issued by the Authority.   

2) Notwithstanding to sub-article (1) of this article, medicated cosmetic and functional cosmetic products shall also be registered in accordance with this directive. Where the product is to be imported, a pre-import permit granted by the Authority shall accompany the product.   

3) Subject to applicable provisions of this directive, ordinary cosmetic and sanitary items may be imported without prior registration.  

4) Without prejudice to the preceding provisions, regulatory requirements in relation to cosmetics and sanitary items shall be enforced through inspection at ports of entry, storage, and during and after distribution.     


5) Appropriate administrative measures shall be taken against violating products.  

6) Importer and distributor, as appropriate, shall be responsible for the safety problems associated with their marketed products.     

PART TWO


CERTIFIATE OF COMPETENCE


6. Requirements and issuance of a certificate of competence 

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

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 design and construction, materials and manpower as defined from Article 7 to Article 10 of this directive.   

3) Where the applicant intends to operate trade in ordinary cosmetics together with medicated and function cosmetics, it shall fulfill particular requirements provided for medicated and functional cosmetics.  


4) 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.  

5) 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. 

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

7. 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)  have  basic infrastructures including  road, electricity, and water; 

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.


8. Building 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, dispatch 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 building shall be constructed with materials that do not affect the safety and quality of the product; 

4) The storage room shall be separate or separately enclosed. 

5) 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.  

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

7) 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.

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

9. Materials and equipments 

1) Shelves or pallets shall be placed in such a way that they are at least 10cm away from the floor and 20cm away from the walls and 30cm from the ceiling. Each shelf shall be placed 50cm away from each other. 

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


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


4) An enclosed waste bin, fire extinguisher and first aid kit shall be available. 

5) Necessary safety materials for workers including glove and working cloths.     

6) Where products that need refrigerator for their storage, it shall have refrigerator or cooling equipments. 

7) Where the facility holds or distributes medicated and functional cosmetics, it shall have equipment to measure moisture and temperature.


10. Professional requirements 

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.

2) For a person to engage in trade in medicated and functional cosmetics, the person who runs the business as technical personnel shall be druggist or pharmacist.   

3) If the person wants to engage in trade in ordinary cosmetics alone or sanitary items, it shall have a person who completed at least grade 10 in accordance with the new education policy or grade 12 in accordance with the prior education policy as technical personnel. 

4) The technical personnel described under sub-article (3) of this article shall be familiar with basic knowledge regarding the handling, storage, transportation, use, nature, content, side effects and other related character of the product. 

11. 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.  

12. 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.  

13. 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. 

14.  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.


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 THREE

ILLUSTRATIVE LIST OF COSMETICS AND REGISTRATION 

15. Illustrative list of ordinary cosmetic    

1) Ordinary cosmetic products shall include deodorants, skin washes, moisturizer, cleanser, cream, scrub, astringent, toner, lotion, toothpastes and gels that contain 1000 mg/kg or less of fluoride ion, mouthwashes that contain an antibacterial substance, mouthwashes that contain 220 mg/L or less of fluoride ion, primary sunscreen products where their SPF is less than four, moisturizers containing a sunscreen as a secondary purpose and those products listed under Annex-III of this directive.


2) The moisturizers containing a sunscreen as a secondary purpose expressed under sub-article (1) of this article shall meet the definition of secondary sunscreen product and shall not be water-resistant.

3) Any ordinary cosmetic product having a therapeutic claim shall be regulated as a medicated cosmetic and pass through the registration procedure required under this directive.   

16. Illustrative list of medicated cosmetic  

1) Medicated cosmetic includes antiperspirant, antidandruff preparations such as antidandruff shampoos, antidandruff  hairdressings, antidandruff lotions, antidandruff oil, antidandruff creams; antibacterial skin cleansers, anti-acne products; toothpastes, mouthwashes, gels having 1000 mg/kg or more fluoride ion; antiseptics, disinfectants and intimate products.  

2) For the purpose of this directive “antiperspirant” means a product that reduces the extent of sweating, with or without the presence of perfumes, as well as the occurrence unsightly sweat marks on clothing. These products serves as temporarily reducing the extent of normal sweating by modifying the organic function of sweat glands, minimizing body odors, and decreasing the occurrence of unsightly sweat marks on clothing. 


3) For the purpose of this directive “intimate product” means personal products intended for soothing or lubricating the intimate part of human organ for sexual activity.      

4) Notwithstanding to sub-article (1) of this article, antiperspirant preparations that derive their antiperspirant properties from inorganic salts such as aluminum, zinc or zirconium and  indicated for hyperhydrosis or otherwise providing a more permanent effect or treat or mitigate a disorder shall be classified as medicine. 

17. Illustrative list of functional cosmetic  

Functional cosmetic is as defined under article 2(4) of this directive and include such products with anti-wrinkling, anti-aging, whitening, anti-hair loss products or sunscreen claims or ingredients.   

18. Registration requirement  

Any person who wants to market medicated cosmetic and functional cosmetic shall have its product    registered in accordance with the following articles.  

19. Administrative documents 


1) Application for registration   

a) A duly 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 medicated cosmetic or functional cosmetic shall be made in accordance with Annex-IV of this directive.  

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

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


d) If the applicant fails to submit written response for the information or documentation required under sub-article (1) (c) of this article within six months, or if the queries has been reissued for the third time and the applicant provide unsatisfactory responses, the application shall be deemed to be withdrawn. An applicant whose application is rejected in accordance with this article may reapply for registration.  

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


f) 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.  


2) Good manufacturing practice, free sale certificate and manufacturer profile 

a) Certificate of Good Manufacturing Practice (GMP) from local regulatory authority; and free sale certificate issued by competent organ in the country of origin and, authenticated by Ethiopian embassy or consulate shall be submitted. 

b) In appropriate circumstances, internationally accepted certification or certificate of quality management system may be accepted in lieu of GMP.

c) Background information including year of establishment, development of the company since establishment, organo gram and full address of the manufacturer shall be submitted. Manufacturer profile may be omitted if the manufacturer is already registered with the Authority. 

20. Technical documents 


1) Chemical and analytical data for raw materials  

a) Manufacturer shall indicate reference to each ingredients used for the preparation of the product to be registered. Reference may be made to the International Cosmetic Ingredient Dictionary (ICID), European Union Cosmetic Ingredients Compendium (EUCIC), or other compendiums accepted by the Authority.

b) If the reference and /or specification of an ingredient are in-house, the manufacturer shall submit definition of the ingredients, identification (both the method of identification and result obtained by the indicated method), method of manufacturing or preparation, and analytical data and test method for the raw materials. 

c)  All substances used in the preparation must be given in the qualitative and quantitative formula. This could be: active ingredients, preservatives, antioxidants, chelators, buffering agents, solvents and other additives. 

d) The basic and minimum specifications active ingredient of medicated and functional cosmetic  shall have include chemical identity, physical form, purity of the chemical, characterization of impurities or accompanying contaminants, solubility, partition coefficient(Log Pow), additional relevant physical, microbiological and chemical specifications. 

e) In addition to requirements mentioned under sub-article (1) (d) of this article, certificate of analysis should be submitted to provide full characterization of the test chemical.

2) Formulation data  

a) Data on composition 


Composition data shall indicate all the lists of ingredients, including the quantity and quality specification. The name used for and ingredient shall be identified by its common name as provided for in the common ingredients nomenclature or, in the absence of nomenclature or of a common name, by its chemical name, its Cosmetic, Toiletry, and Fragrance Association (CTFA) name, its European pharmacopoeia name, its international non-proprietary name as recommended by the World Health Organization, its Inventory of Existing Commercial Substance (INECS), International Union of Pure and Applied Chemistry (IUPAC) or Chemical Abstract Service (CAS) identification reference or its color index number. 


b) Method of manufacture (preparation) 


i. The method of manufacture shall show flow chart for the method of manufacture, concise description of the method of preparation mentioning the quality and quantity of the raw materials used including the final packaging and labeling procedures.


ii. Method of preparation including all physical, chemical, enzymatic, biotechnological and microbiological steps shall be clearly stated.


iii. Description on the precautions and in-process controls that are made in connection with different stages of manufacturing shall be indicated. 


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

a) Manufacturer of a regulated product under this chapter, where appropriate, shall mention relevant control parameter for the finished product and their limit of specification. The final product specification may indicate appearance (clarity, color, homogeneity and odor), consistency, particle size, pH, average weight or volume, microbiological limit and assay.  

b) Method of analysis for the finished product shall indicate all the test method and specification. The test methods shall mention including the equipment, reagent and method. 


4) Stability data  


                     Stability data shall be submitted and it shall indicate:

a) the formulation; 

b) minimum of two batch numbers and batch type; 

c) date of manufacture;  

d) expiry date or any comparable statement including, “use within …..years from the date of manufacture” or “best before …….’; 

e) type and chemical nature of the packaging materials; 

f) analytical methods that will quantitatively measure the characteristic structural and chemical properties of each active or functional ingredients of a dosage form and distinguish them from their degradation products so that active ingredient content can be measure; 

g) initial and all subsequent results of chemical, physical and/or biological testing. The frequency of testing must be every three months including the initial for the first year and every six months for the second year and every year thereafter; and 

h) summary of the study and storage recommendations based on the generated data. 

5) Data demonstrating safety and efficacy


a) To determine the margin of safety for human use, relevant toxicity tests shall be submitted. Where appropriate, single dose toxicity, primary skin irritation, ocular or mucous membrane irritation test, skin sensitization, photo toxicity and photosensitivity, and repeated human irritation test shall be submitted. 

b) For sunscreen products, SPF test method and expression of SPF shall be submitted.  


c) For Whitening agents, in vivo tyrosine activity, in vitro melanin synthesis inhibition assay, and DOPA autoxidation test shall be submitted.


d) For anti-wrinkle products, cell proliferation assay, collagen synthesis assay, and elastase inhibition assay shall be submitted.

e) For fluoride containing tooth paste, enamel solubility reduction test, and fluoride enamel uptake test shall be submitted.   

21. Notification of variation and re-registration


1) Where there is any variation of a registered medicated cosmetic and functional cosmetic after market authorization, the responsible person shall have the obligation to notify of the variation to the Authority before marketing this product. For the purpose of this article, the “responsible person” means, an importer of the product.    

2)  A product registered in accordance with the preceding article shall be valid for five 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 certificate and a confirmatory letter that the method of manufacture or preparation is not changed.  

PART FOUR

PACKAGING AND LABELLING

22. General 

1) The packaging material shall be made out of substances, safe and suitable for its intended use and the product shall be packed in container which will safeguard its hygienic, safety and quality.       


2) The immediate container of an ordinary cosmetic, medicated cosmetic and functional cosmetic shall be affixed or written on with a label bearing the following particulars in clearly legible and indelible letters at least in Amharic or English: 

a) Name of the product; 

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


c) Form of the product;  

d) Intended use of the product;  

e) Instructions of use; 

f) Net content; 

g) List of ingredients; 

h) Batch or lot number; 

i) Precautions and warnings, where necessary; and 

j) Storage condition, as appropriate.   


3) Expiry date, best before or period after opening or comparable terms shall be clearly written on the immediate container of medicated cosmetic and functional cosmetic product.    

4)  Expiry date best before or period after opening or comparable terms shall be clearly written on immediate container of the product, where necessary.       

5) Notwithstanding to sub-article (4) of this article, expiry date shall be specified for an ordinary cosmetic whose shelf life is thirty months or less. 

6) Period after opening (PAO) may be used when, after opening, the deterioration of the product may lead to harm to the consumer. PAO symbol or term may not be necessary where no physical opening of the product as in the case of products presented in containers where there is no possibility of contact between the product in the container and the external environment (e.g. aerosols), and the product is a single-use item.    

7)  Where the size, shape or nature of the container or package does not permit all the information provided under this directive to be displayed, leaflets, pamphlets, hang tags, display panel; shrink wrap and the like shall be used. However, these particulars must appear on the container indicating the name of the product, batch or lot number and expiry date, where appropriate. 

8) All ingredients on the label of the product shall be listed in accordance with the following sub-articles: 

a) List of ingredients, which will be present in the final product including both the quantity and quality specification. The name used for and ingredient shall be identified by its common name as provided for in the common ingredients nomenclature or, in the absence of nomenclature or of a common name, by its chemical name, its International Non-proprietary name as recommended by the World Health Organization, its International Union of Pure and Applied Chemistry (IUPAC) or Chemical Abstract Service (CAS) Identification reference or its color index number.

b) In case of decorative cosmetic  marketed in a range of color shades, all coloring agents used in the range may be listed if they are preceded by the symbol¨+/-¨ or ¨±¨ or the phrase ¨may contain¨;


c) Botanicals must be listed by specifying at least genus and species portions.


d) Ingredients that are present at a concentration of 1% or less and all coloring agents, regardless of their concentration may be listed in random order after the ingredients that are present at a concentration of more than 1%.


9) Liquid or oral hygiene products (e.g. Mouth washes, fresheners) and all cosmetic vaginal products (eg. douches, tablets) must be packed in a tamper resistant package. The feature may involve the immediate or outer container or both. The package must also bear a prominently placed statement alerting the consumer to the tamper-resistant feature. This statement must remain unaffected if the tamper resistant feature is breached or missing.  


10) In addition to the general requirement for labeling, a hair dye product label should indicate the categories of hair dye (Permanent, Semi permanent or temporary hair colors), and coal tar containing hair dye product label shall bear direction for patch test and should bear the following caution, "This product contains ingredients which may cause skin irritation on certain individuals and a preliminary test according to accompanying directions should first made. This product must not be used for dyeing the eyelashes or eyebrows; to do so may cause blindness.” 


11) Any SPF or equivalent category description shall be disclosed on the label of sunscreen products. 


12) The SPF or equivalent category description disclosed on the label shall be determined by acceptable International Standards for the precise formulation. 

13) Label claims must be true, verifiable and accurately communicate product features, characteristics and performance.  In particular, the following statements are prohibited: 

a) "Recommended by doctors" or any other word or words or pictorial representation implying that medical practitioners in general recommend its use. 

b) A claim that conveys that the product possesses health-giving properties shall, unless such word, indication or claim can be scientifically substantiated.

14) Where an ordinary cosmetic product is prepared for use for a specific facility (such as hotels and other hospitality institutions), and the name of the institution is affixed or written on the product, labeling requirements provided under this article may not be applicable. 


23. Leaflets 

1) Medicated cosmetic and functional cosmetic shall have leaflets or package insert accompanying the product. 

2) Every leaflet or package insert of functional and medicated cosmetic  shall at least include the  following particulars in clearly legible and indelible letters at least in Amharic or English: 

a) Name of the product; 

b) Form of the product;

c) Intended use of the product; 


d) Instructions of use of the product; 


e) Net content given by weight or volume, in metric system; 

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

g) List of ingredients; 

h) Precautions and warnings; 

i) Its adverse effect ; 


j) Storage condition where applicable; and 

k) Pregnancy and lactation related issues.  

24. Import requirement 

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

a) Application letter;   

b) Certificate of competency; 

c) Certificate of origin; 

d) Copy of certificate of analysis for medicated cosmetic and functional cosmetic   


e) Invoice; 


f) Packing list; 

g) Original free-sale certificate for the ordinary cosmetic  from the appropriate government organ per manufacturer during the first time of importation;    


h) Airway bill or bill of loading; 

i) Pre-import permit for medicated cosmetic  and functional cosmetic;    


j) Registration certificate for medicated cosmetic and functional cosmetic; and 

k) Manufacturer’s declaration of absence of prohibited substances and compliance with the content lists of restricted substances for the ordinary cosmetic. 


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) (g) of this article, where free sale certificate is not customary to be issued in the country of origin, such may be certified by the Authority from Embassy, consulate or appropriate government organ of the country of origin.    

4) An ordinary cosmetic shall only be imported if their label is in accordance with this directive.


25. Storage, transportation and distribution 

1) Applicable safety standards of detergents, ordinary cosmetic, medicate cosmetic, and functional cosmetic shall be observed during storage, handling and transportation. 


2) Products shall be stored in their appropriate condition according to instructions on the label.

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

4) Every effort shall be made to make sure products are stored in such a way that it supports the first expired first out (FEFO) and first in first out (FIFO) principles. 

5) Inspection of a regulated detergents and cosmetic facility shall be carried out based on identified adverse event, complaints or agency self-initiated compliance investigation. 


6) Importer or distributor of medicated cosmetic and functional cosmetic may only distributes products for retails.   


7) For the purpose of this article, “retailer” includes drug shop, pharmacy and special shop.

8) Medicated cosmetic and function cosmetic shall be held by trained professional in the field and an authorized facility.   


26.  Import requirements for detergent and cosmetics raw materials 

1) Labeling 

Importers of raw materials for detergent, ordinary cosmetic, medicated cosmetic and functional cosmetic shall at least include the following particulars on the primary container in clearly legible and indelible letters at least in Amharic or English 


a) Name of the product; 

b) Name and full address of manufacture, supplier, distributor, importer, as appropriate 

c) Batch or lot number, where appropriate; 

d) expiry date, where necessary; 


e) Precautions and warnings, where necessary; and 

f) storage condition, where necessary.  

2) Required documents 


An importer of raw materials intended for use in the production or use of detergent, cosmetic, medicated cosmetic and functional cosmetic shall submit   

a) Application letter;   


b) Certificate of origin;  


c) Safety data sheet and/or certificate of analysis;  


d) Invoice;  


e) packing list; 

f) pre-import permit for active raw materials intended for medicated cosmetic  and functional cosmetic; and

g) Airway bill or bill of loading.

27. 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.  

28. Prohibitions and restriction of ingredients  

1) An importer shall take every effort to make sure products introduced in to this country do not contain prohibited ingredients or violate restriction of ingredients as provided from Annex V to Annex-X of this directive. 


2) Where a product is found suspicious to have or confirmed to have prohibited or restricted ingredients, the Authority may take appropriate administrative measures.


3) A product intended to be placed in the market shall not contain any of the following:


a) A prohibited ingredient as provided in Annex V of this directive; 

b) Any substance listed in column b of Annex VI of this directive unless the requirements in column c, d, e and f of that annex in relation to that substance are satisfied; 

c) Any coloring agent which is not listed in Annex VII of this directive; 

d) Any preservative listed in column 2 of Annex VIII of this directive unless the requirements in column 3, 4, and 5 of the Annex in relation to that preservative are satisfied; 

e) Any preservative which is  not listed in Annex VIII of this directive; 

f)   Any UV filter listed in column 2 of Annex IX of this directive unless the requirements in column 3 and 4 of the Annex are satisfied. 

PART FIVE

SANITARY ITEMS


29. Biodegradability requirement of surfactants in detergents     

1)  Manufacturers placing detergent products on the market shall conform biodegradability of surfactants used in these products obtain from their surfactant suppliers, written confirmation (on Material Safety Data Sheet or on a specific document or analysis certificate) that the surfactants used may be placed on the market without further limitation due to their ultimate biodegradability.

2) The ultimate biodegradability criteria shall apply to all types of surfactants (anionic, non-ionic, cationic and amphoteric). The criteria for ultimate biodegradability shall be 60% in 28 days. Manufacturers shall hold, as the disposal of the authority, a technical file with the results for the test of ultimate biodegradability.

3)   In the case of surfactants that do not pass the ultimate biodegradability test, the technical file shall also contain the results of the primary biodegradability test and the complementary risk assessment. The criteria for primary biodegradability are 80% in 28 days. If the criteria for ultimate biodegradability are not fulfilled, derogations are possible only for certain surfactants in detergents used in industrial or institutional sectors in applications. 

4)   For the purpose of sub-article (3) of this article, written confirmation shall be obtained that surfactants fulfill the pass criterion of 80% for primary biodegradability and a derogation issued by a competent public authority must be available for the surfactant in question.


30. Labeling of sanitary items 

1) Manufacturers shall at least include the  following particulars on the primary container in clearly legible and indelible letters at least in Amharic or English

a) Name of the product; 


b) Full address of the manufacturer; 

c) Name of ingredients; 


d) Optical brighteners,  perfumes, enzymes, disinfectants and  preservation agents irrespective of their concentration, where appropriate;

e)  Certain fragrance ingredients in concentrations exceeding 0.01 % by weight must be listed on the packaging of detergents; 

f) Form of the product;


g) Intended use of the product;  

h) Instructions of use of the product; 


i) Precautions and warnings, where necessary;  and

j)  All allergens. 

2) If added, as such, at concentrations exceeding 0.01 % by weight, the allergenic fragrances for detergents intended to be used in the industrial sector, and not made available to the general public, the above mentioned requirements do not have to be fulfilled if the equivalent information is provided by means of technical data sheets, safety data sheets, or in a similar appropriate manner.

PART SIX


ADMINISTRATION MEASURE AND COMPLIANT HANDLING

32. General 


1) Any importer, exporter, or wholesaler who violates 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.  


2) 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.


3) 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.   


4) Without prejudice to sub-article (1) of this article, the following may be used as illustrative lists for suspension and revocation: 


  33. Suspension of a license

Without prejudice to grounds of suspension provided under relevant laws, and based on the severity of the violation, the Authority shall suspend   certificate of competence of the importer, exporter, or wholesaler from one month to six months, if it:

1) fails to allow inspection of its premise or products;

2) fails to submit, accurately or on time, or falsify information requested by the Authority;

3) allows a professional who is not duly licensed or who has been suspended  by a competent authority from practicing his/her profession to work in the facility; 

4)  found  holding products with the absence of authorized personnel or technical manager; 

5)  fails to notify the Authority of any change to professionals or premises design and/or place without approval; 

6) commits other comparable violations; and  


7) is suspended by other government organ (for the same duration of time). 

  34. Revocation of a License 


Without prejudice to grounds of revocation provided under relevant laws, and based on the severity of the violation, the Authority shall revoke certificate of competence of importer, exporter, or wholesaler, up to two years, if it: 


1) obtained its certificate of competence through fraudulent acts;


2) intentionally possess or sale a product in any manner from a 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;


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


5) possess or sale any unregistered, adulterated, counterfeited; expired or unlabeled product;


6) continue operating its business against the terms and conditions of any suspension measures; 


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

8) impedes the work of inspectors; and 

9) engage in any act which constitutes a serious violation in accordance with the directive on Administrative Measure Taking and Complaint Handling and the violation is subject to revocation measure;


 35. 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. 


3) Publication in accordance with sub-article (2) of this article shall be approved by the Director General of the Authority. 


PART SEVEN

MISCELLANEOUS


31. Supply chain and documentations 

1) An importer may only sell products to a wholesaler having valid certificate of competence from the Authority. 

2) A wholesaler may only sale products to a retailer having a certificate of competence from appropriate organ. 


3)  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.

4) 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 from date of expiry of the product.

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

32. Service fee 


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

33. Inapplicable laws


Any directive or customary practice which is inconsistent with this directive shall not be applicable with respect to those matters provided for in this directive.  


34. Effective date 


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


Yehulu Denekew


Director General

Ethiopian Food, Medicine and Healthcare Control and administration Authority

ANNEX-I
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Ethiopian Food, Medicine & Health Care Administration and Control Authority


Application Form for Certificate of Competence

1. 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___________________________________________

2. Name of the organization   __________________________________________________________

Full address 


Region__________________City_________________Sub-city/Woreda____________________

 House No._______________ Phone No._____________Fax/email________________________

3. Full name of the owner/manager of the organization______________________________________

 Adress 

Region__________________City_________________Sub-city/Woreda____________________

House No._______________ Phone No._____________Fax/email_________________________


4. Type of business 

​​​​​​​​​​​​​​​​Importer                         Wholesaler                        Exporter 

5. The type of product intended to hold

Ordinary cosmetic                     Medicated cosmetic           Functional cosmetic       

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 I 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











ANNEX-II
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Ethiopian Food, Medicine & Healthcare Administration and Control Authority


Memorandum of Understanding 

		1. የድርጅቱ ስም___________________________የምርቱ ዓይነት______________________

   Organization’s name                                    product type


    አድራሻ  


    Address                


   ክልል_________ዞን/ክ/ከተማ__________ወረዳ_______ከተማ________ቀበሌ_____

      Region        Zone/sub city                 Woreda                City​                   Kebele  


   ስ.ቁ___________   ኢ-ሜይል____________ የአካባቢው ልዩ መጠሪያ_____________  


     Telephone                       E-mail                                  ​​​​​​​​​​​Unique name of the  place

2. የደርጅቱ ባለቤት / ተወካ ስም_______________________________


         Name of the organization owner/Representative 


3. የቴክኒካል ባለሙያ ስም_______________________________


        Name of technical personnel 






		ተ.ቁS.No

		በድርጅቱ ውስጥ የተገኙ ክፍተቶች

Gaps’  identified 

		በድርጅቱ  መወሰድ ያለባቸው የማሰተካካያ እርምጃዎች 


Corrective action that has to be taken 

		የጊዜ ወሰን

Time frame 

		ምርመራ

Remark 



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		የኢንስፔክተሮች ስም               ፊርማ

Name of inspectors              signature 


1. _______________      ___

2. _______________      ___

3. _______________      ___

ቀን

Date ___________________________




		የድርጅቱ ባለቤት/ ተወካይ ስምና ፊርማ 


Name of the organization owner/Representative        and signature 


_____________          ______

 ቀን

Date ____________________







ማሳሰቢያ

· ድርጅቱ የተቀመጠውን መስፈርት ከ 80% ፐርሰንት በላይ አJልቶ ፍቃድ የሚሰጠው ከሆነ ጉድለቶችን ለማስተካከል ይህ የመተማመኛ ቅፅ በሶስት ኮፒ ተዘጋጅቶ 1 ኮፒ ለድርጅቱ የሚሰጥ 2ኛ ኮፒ ከድርጅቱ ፋይል ጋር ይያዛል፣3ኛ ኮፒ ሊአንስፔክሽንና ሰረቬላንስ ዳይሬክቶሬት ለክትትል ይሰጣል፡፡

· ድርጅቱ መስፈርቱን ሳያJላ ቀርቶ በድጋሚ ፈቃድ ለማውጣት የሚመለሰ ከሆነ ይህ የመተማመኛ ቅፅ በሁለት ኮፒ ተዘጋጅቶ 1ኛ ኮፒ ለድርጅቱ የሚሰጥ 2ኛ ኮፒ ከድርጅቱ ፋይል ጋር ይያያዛል፡፡ 


· ድርጅቱ በገባው የመተማመኛ ሰነድ መሰረት ክፍተቶቹን በተቀመጠለት የጊዜ ገደብ ካላJላ አግባብ ባለው ህግ መሰረት አስተዳዳራዊ እርምጃ ይወሰድበታል፡፡

NB


· 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. 
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Ethiopian Food, Medicine & Healthcare Administration and Control Authority


Illustrative Lists of Ordinary Cosmetic    

		Types of Ordinary Cosmetic 



		Skin products

		Skin care products

		1. Face care products other than face mask


2. Face mask


3. Eye contour products


4. Lip care products


5. Hand care products


6. Foot care products


7. Body care products


8. Chemical exfoliation products


9. Mechanical exfoliation products


10. Other related skin care products



		

		Skin cleansing products

		1. Toilet soap 

2. Bath/shower products


3. Make-up remover products


4. External Intimate hygiene products


5. Other skin cleansing products



		

		Body hair removal products

		1. Chemical depilatories


2. Physical depilation products


3. Other body hair removal products



		

		Bleach for body hair products

		1. Bleach for body hair



		

		Correction of body odor

		1. Body deodorizer 





		

		Shaving and pre- / after-shaving products

		1. Shaving products


2. Pre- / after-shaving products


3. Other shaving and pre- / after- shaving products



		

		Make-up products

		1. Foundation


2. Concealer


3. face make-up products


4. Mascara


5. Eye shadow


6. Eye pencil


7. Eye liner


8. Lip stick


9. Lipstick sealer


10. Body or face paint , including "carneval make-up"


11. Other make-up products



		

		Perfumes

		1. Hydroalcoholic perfumes


2. Non-hydroalcoholic perfumes



		

		Other skin products without therapeutic or functional effect 

		



		Hair and scalp  products

		Hair and scalp care and cleansing products

		1. Hair conditioner and shampoos 

2. Scalp and hair roots care products






		

		Hair coloring products

		1. Oxidative hair color products


2. Non-oxidative hair color products


3.Hair bleaching and dye remover products


4. Other hair coloring products



		

		Hair styling products

		1. Products for temporary hair


2. styling permanent wave products


3. Hair relaxer / straightened products


4. Other hair styling products



		

		Other hair and scalp care and cleansing products




		1. Hair sun protection products


2. Other hair and scalp products


3. Nail



		Nail and cuticle products

		Nail varnish and remover products

		1. Nail varnish / Nail make-up


2. Nail varnish remover


3. Nail varnish thinner


4. Nail bleach


5.Other nail varnish and remover products



		

		Nail care / nail hardener products

		1. Nail care products


2. Nail hardener


3. Other nail care / nail hardener products



		

		Nail glue remover products

		 Nail glue remover



		

		Other nail and cuticle products

		1. Cuticle remover / softener


2. Nail sculpting products


3. Other nail and cuticle products



		Oral hygiene products (subject to Article 7 (1) of this directive)

		Tooth care products

		1. Toothpaste


2. Tooth cleansing powder / salt


3. Other tooth care products



		

		Mouth wash / breath spray

		1. Mouth wash


2. Breath spray



		

		Tooth whiteners

		1. Tooth whiteners



		

		Other oral hygiene products

		Other oral hygiene products





                                                                                             ANNEX-IV
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Ethiopian Food, Medicine and Healthcare Administration and Control


 Authority 


Application for Registration 

1. Name of applicant organization _______________________________________________


        Full address 


Region__________________City_________________Sub-city/Woreda_______________

House No._______________ Phone No._____________Fax/email___________________

2. Name of the individual  ____________________________________________

Full address and responsibility  

Region__________________City_________________Sub-city/Woreda_______________

House No._______________ Phone No._____________Fax/email___________________

Applicant’s responsibility in the organization____________________________________

3. Name of the product to be registered ___________________________________________

4. Type of the product ________________________________________________________

5. Color of the product ________________________________________________________

6. Presentation (Pack size, content) ______________________________________________

7. Shelf life (in months) _______________________________________________________

8. Name of the ingredients, strength (%) and function














9. Main indication








10. Manufacturer information 


         Name of the manufacturer___________________________________________________

         Full address ______________________________________________________________


         Plant address_____________________________________________________________

         Postal address ____________________________________________________________

         Phone number____________________________________________________________

         Fax number______________________________________________________________

         E-mail_________________________________________________________________

         Website_________________________________________________________________

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










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 I 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
 












Registration Number











Registration Date











Office’s Name and Signature










Date









ANNEX V

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image6.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


LIST OF PROHIBITED INGRIDIENTS
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ANNEX VI

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image20.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


List of substances not allowed in cosmetic except under special conditions
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ANNEX-VII

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image38.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


List of dyes, pigments and color additives

Table 1: dyes suitable for use in all cosmetic and toiletry goods
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Table 2 –dyes suitable for use in cosmetic and toiletry goods Applied externally
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Note:


When the dyes are used for manufacture of:-


(a) Lipsticks, they shall be restricted to 6 per cent, maximum (pure, dry basis)


(b) Mouth washes and dentifrice, they shall be restricted to a maximum of 0.75 mg ingestion per day.


TABLE 3 – Permitted pigments and Colour additives
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In addition to Table 3, pigments and colour additives which shall be considered suitable for use in:-


(a) Hair dyes are Bismuth citrate and henna. The maximum permissible limits for lead and arsenic shall be 20 mg/kg and 3mg/kg respectively, maximum permissible limit for mercury in bismuth citrate shall be 1mg/kg.


(b) Finger nail polish is silver. The maximum level of silver shall not exceed 1 per cent of the final product.

ANNEX-VIII

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image45.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY CONTAIN SUBJECT TO RESTRICTIONS


The substances marked with the symbol (+) may also be added to cosmetic products in concentration other than those laid down in this schedule for other purposes apparent from the labeling of the products, e.g. as deodorants in soaps or as anti-dandruff agents in shampoos. The concentration of the substance, when it is used as a preservative, in a product may not exceed the limit set out in column c.

Where a product is intended to be mixed with another product in specified proportions before use, the level of concentration shall be calculated by reference to the mixture. Other requirements are specified in column d. In this schedule- “Salts” is taken to mean: salts of the cations sodium, potassium, calcium, magnesium, ammonium, and ethanolamines; salts of the anions chloride, bromide, sulphate and acetate. “Esters” is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl, isobutyl and phenyl. In column b, the percentage concentration is measured by reference to mass (m/m) unless a contrary intention appears. All finished products containing formaldehyde or any substances named in this schedule which release formaldehyde must be labelled with the warning “contains formaldehyde” where the concentration of formaldehyde in the finished product exceeds 0.05 percent.
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ANNEX-IX

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image54.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


LIST OF UV FILTERS WHICH COSMETIC PRODUCTS MUST NOT CONTAIN EXCEPT UNDER SPECIFIED CONDITIONS

In this Schedule, the matters specified in column 3, 4 and 5 which apply to a particular substance are those set out to the right of its name as mentioned in column 2. The concentration of the substance in a product may not exceed the limit specified in column 3. Where a product is intended to be mixed with another product in specified proportions before use, the level of concentration shall be calculated by reference to the mixture. Required information is specified in column 4. In column 3 of this Schedule, the percentage concentration is measured by reference to mass (m/m) unless a contrary intention appears. Names which appear in square brackets in column 2 are the International Nomenclature Cosmetic Ingredient names of the substances in question given in the inventory of ingredients employed in cosmetic products.
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ANNEX-X

የኢትዮጵያ የምግብ፣የመድኃኒትና የጤና[image: image58.emf] ክብካቤ አስተዳደርና ቁጥጥር ባለስልጣን

Ethiopian Food, Medicine & Healthcare Administration and Control Authority


Allergenic Fragrances Ingredients

These ingredients appear on the list of substances in Annex III, Part 1 of Directive 76/768/EEC (INCI names in brackets).


· Amyl cinnamal (AMYL CINNAMAL) o Benzyl alcohol (BENZYL ALCOHOL)


·  Cinnamyl alcohol (CINNAMYL ALCOHOL) 


· Citral (CITRAL)


· Eugenol (EUGENOL) 


· Hydroxycitronellal (HYDROXYCITRONELLAL ) 


· Isoeugenol (ISOEUGENOL) 


· Amylcinnamyl alcohol (AMYLCINNAMYL ALCOHOL) 


· Benzyl salicylate (BENZYL SALICYLATE) 


· Cinnamal (CINNAMAL) o Coumarin (COUMARIN) 


· Geraniol (GERANIOL) 


· 4-(4-Hydroxy-4-methylpentyl)-3-cyclohexenecarboxaldehyde (HYDROXYISOHEXYL 3-CYCLOHEXENE CARBOXALDEHYDE) 


· Anisyl alcohol (ANISE ALCOHOL) 


· Benzyl cinnamat (BENZYL CINNAMATE ) 


· Farnesol (FARNESOL) 


· 2-(4-tert-Butylbenzyl)-propionaldehyde (BUTYLPHENYL METHYLPROPIONAL) 


· Linalool (LINALOOL)


· Benzyl benzoate (BENZYL BENZOATE) 


· Citronellol (CITRONELLOL)


· Hexyl cinnam-aldehyde (HEXYL CINNAMAL) 


· D-Limonene (LIMONENE) 


· Methyl heptin carbonate (METHYL 2-OCTYNOATE) 


· 3 -Methyl-4-(2,6,6-trimethyl-2-cyclohexen- 1 -yl)-3 -buten-2-one (ALPHA-ISOMETHYL IONONE) o Oak moss extract (EVERNIA PRUNASTRI EXTRACT) 


· Treemoss extract (EVERNIA FURFURACEA EXTRACT)
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