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GOVERNMENT NOTICE NO………published on ……………..

THE TANZANIA FOOD, DRUGS AND COSMETICS ACT, 2003
___________
REGULATIONS
_____________

Made under Section 122[1][e])

THE TANZANIA FOOD, DRUGS AND COSMETICS (CONTROL OF COSMETICS) REGULATIONS, 2007
	
	PART A: PRELIMINARY
	

	1.
	These Regulations may be cited as the Tanzania Food and Drugs (Control of Cosmetics) Regulations, 2007; 

	Short title 

	2.
	These regulations shall come into operation on the date of its publication in the government gazette;

	Commencement

	3.
	These regulations shall apply in all areas of Tanzania mainland;

	Scope of application

	4.
	In these regulations, unless the context otherwise require: -


	Interpretation

	
	‘‘Act’’ means the Tanzania Food, Drugs and Cosmetics Act, 2003;

	

	
	“Advertisement” means and includes every form of presentation, whether in a publication, or by the display of any notice or by means of any catalogue, price list, letter, whether circular or addressed to a particular person or by the exhibition of a photograph or a cinematograph film, or by way of sound recording, sound broadcasting, or television or any other means of communication;

	

	
	‘‘Authority’’ means The Tanzania Food and Drugs Authority, or the acronym ‘TFDA’ established by Section 4 of the Act;

	

	
	“Botanical” means an ingredient that is directly derived from plant and that has not been chemically modified before it is used in the preparation of a cosmetic;


	

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

	

	
	‘‘Composition of a cosmetic’’ means the ingredients contained in a cosmetic product and their proportions; 


	

	
	‘‘Container’’ means a bottle, jar, box, packet, sachet or other receptacle which contains or is to contain a cosmetic; 

	

	
	‘‘Cosmetic’’ means any article intended to be used by means of rubbing, pouring, steaming, sprinkling, spraying on or otherwise applied to the human body or any part thereof for cleansing, beautifying, promoting attractiveness or altering the appearance and includes any article intended for use as component of  a cosmetic, such article exclude articles intended beside the above purposes for use in the diagnosis, treatment or prevention of diseases and those intended to affect the structure or any function of the body;

	

	
	“Cosmetic promotion” means and includes advertising and any other activity undertaken to increase the supply, sale, or consumption of a cosmetic;

	

	
	“Decorative cosmetics” means a cosmetic intended to modify the appearance of the area to which they are applied by the use of colour;

	

	
	“Fragrance” means a substance used as an ingredient of cosmetic solely to impart odour to the product;

	

	
	“Ingredient of a cosmetic” means any substance which is a component of a cosmetic and includes colouring agents, botanicals, fragrance and flavour;

	

	
	“International Cosmetic Ingredient Dictionary (ICID)” means the latest edition of a book that gives names of cosmetic ingredients published by the American Cosmetics Toiletries and Fragrance Association;

	

	
	“International Nomenclature of Cosmetic Ingredient (INCI) name” means a name used for listing an ingredient on a cosmetic product label;

	

	
	‘‘Inspector’’ means an appointed or Authorized Officer recognized under Section 105 of the Act;

	

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

	

	
	“Leaflet of a cosmetic” means and includes any written information related to a cosmetic;

	

	
	“Manufacture of cosmetic” means and includes all operations involved in the production, processing, compounding, formulating, filling, refining, transforming, packing, packaging, repackaging and labeling of the cosmetics;

	

	
	“Manufacturer” means a person engaged in the manufacture of cosmetics;

	

	
	“National Standard” means a Tanzania Standard prescribed by the Tanzania Bureau of Standards (TBS);

	

	
	“Package” means any box, packet or any other article in which one or more containers of cosmetics are to be enclosed in one or more other boxes, packets or article in question, the collective number thereof;
“Premises” includes land, buildings, structures, basements and vessels and in relation to any building includes a part of the building and any cartilage, forecourt, yard, or place of  storage used in connection with building or part of that building; and in relation to “vessel”, means ship, boat, air craft, and includes a carriage or receptacle of any kind whether open or closed;
“Preservative” means a substance which is added to a cosmetic for the primary purpose of inhibiting the development of micro-organisms in that product;

	

	
	“Product” for the purpose of these regulations, means a cosmetic;

	

	
	“Product variants” means a range of cosmetics produced by the same manufacturer in the same site, similar in composition and intended for the same use but available in different colours, fragrances, flavours and container shapes;

	

	
	“Prohibited Ingredient” means a substance which is forbidden to be a component of a cosmetic;

	

	
	“Sell or sale’’ means sell by wholesale or retail and include import, offer, advertise, keep, expose, display, transmit, consign, convey or deliver for sale or authorize, direct or allow a sale or prepare or possess for the purposes of sale, and barter or exchange supply or dispose of to any person whether for a consideration or otherwise;

	

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


	


	
	PART B:   MANUFACTURING AND SELL OF COSMETICS
	

	5.
	No person shall manufacture, sell or supply any cosmetic product unless: 


	Restriction on manufacturing and sale of cosmetics

	
	(a) the cosmetic product is registered and; 


	

	
	(b) the person holds a premises permit issued by the Authority.


	

	6.
	No person shall by himself or any other person on his behalf:

(1)manufacture, supply or sell any cosmetic that contains:

	Prohibition of manufacture and sale of certain cosmetics

	
	(a)  a prohibited ingredient as provided in the First Schedule of these regulations. 


	

	
	   (b)  any substance listed in column b of the Second Schedule of these regulations unless the requirements in column c, d, e and f of that schedule in relation to that substance are satisfied.
	

	
	  (c)     any colouring agent which is not listed in the Third Schedule of these regulations.
	

	
	  (d)   any preservative listed in column 2 of the Fourth Schedule of these regulations unless the requirements in column 3, 4, and 5 of that Schedule in relation to that preservative are satisfied.
	

	
	  (e)    any preservative which is not listed in the Fourth Schedule of these regulations.
	

	
	(f) any UV filter listed in column 2 of the Fifth    Schedule of these regulations unless the requirements in   column 3 and 4 of that Schedule are satisfied. 


	

	
	(g) any UV filter which is not listed in the Fifth Schedule of these regulations.


	

	
	(2) Notwithstanding the provisions of regulation 6(1)(a) to these regulations, the Authority may from time to time amend the list of prohibited ingredients when it deems fit so to do.
	

	
	(3) Sell any cosmetic which has been imported or manufactured in contravention of any of the provisions of these regulations.
	


	7.
	No person shall;

	Conditions for manufacture of cosmetics

	
	(1) manufacture or sell any cosmetic under unsanitary condition.
	

	
	(2) pack a cosmetic in a container which may alter its quality.
	

	
	                  PART C:  LABELLING
	

	8.
	(1) No person shall sell any cosmetic unless its container and package is labelled in Kiswahili and or English in indelible and legible letters with the following particulars;

	Labelling

	
	(a) Name of a cosmetic

	

	
	(b) Form of a cosmetic.

	

	
	(c) Intended use of a cosmetic.

	

	
	(d) Instructions of use of the cosmetic.


	

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


	

	
	(f) Name and address of the manufacturer, including country of origin.


	

	
	(g) Dates of manufacture and expiry of a cosmetic in  clear terms 

	

	
	(h) List of ingredients as prescribed in regulation 10

	

	
	(i) Batch or lot number.


	

	
	(j) Precautions and warnings.


	

	
	(h) Storage condition where applicable.


	

	
	(2) Where the size, shape or nature of the container or package does not permit the information on subregulation

(1) of these regulations 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;
	

	
	(a) Name of the cosmetic.


	

	
	(b) Batch or lot number.


	

	
	     (c)  Expiry date.


	

	9.
	No person shall sell a cosmetic in a container or package which is labeled or marked in such a way that;

	Restriction on labeling

	
	(a) falsely describes the cosmetic.


	

	
	(b) is likely to be misleading as to its nature,  quality or   uses.

	

	10.
	Subject to regulation 8(1)(h) of these regulations, all ingredients on the label of a cosmetic shall be listed as hereunder:

	Listing of ingredients on the label

	
	(a) each ingredient shall be listed in its INCI name;

	

	
	(b) in case of decorative cosmetics marketed in a range of colour shades, all colouring 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 of the INCI name;

	

	
	(d) An ingredient that has no INCI name must be listed by its chemical name;
	

	
	(e) ingredients must be listed in descending order of predominance, in their concentration by weight;
	

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

	

	
	      PART D: REGISTRATION OF COSMETICS

	

	11.
	Registration of cosmetics for the purpose of this regulation means an official authorization by the Authority for the purpose of marketing or free distribution after evaluation for safety and quality. 


	Definition of cosmetic registration

	12.
	Every person who intends to sell any cosmetic shall apply by submitting a duly filled in application form as provided in the Sixth Schedule of these regulations to the Authority for registration of a cosmetic:
 
	Application for registration of cosmetics

	
	(a) an application for registration of a cosmetic shall be made by owner, agent of the owner or importer;


	

	
	(b) a separate application shall be required for each product or product variant;

	

	
	(c) every application, information or documents shall be made in English or Kiswahili.

	

	13.
	An application shall only be accepted and processed if all of the conditions hereunder are complied with:


	Conditions for acceptance of application

	
	(a) submission of duly filled in application form 

	

	
	      (b) payment of relevant fees as prescribed under the Fees and Charges Regulations, 2005;

	 

	
	(c) application filed in a spring A4 size file with collapsible edge made of biodegradable material. Arch lever file is strictly not permissible.


	

	14.
	The authority shall grant registration of a cosmetic if it is satisfied that:


	Conditions for granting registration of a cosmetic

	
	(a) the cosmetic intended to be registered complies   with the National Standards or International Standards where there is no National Standards and;  

	

	
	       (b)  the cosmetic complies with requirements prescribed in these regulations and; 

	

	
	        (c)   cosmetic complies with the criteria for ¨total viable count¨ and absence of ¨specific organisms¨ as prescribed in the Seventh Schedule of these regulations where there is no National Standards.

 
	

	15.
	(1)   Every applicant shall pay non refundable fees and or charges for services rendered by the Authority for purpose of registering a cosmetic as prescribed in the Fees and Charges Regulations, 2005.
(2)    An application for registration of product variant shall be charged half of the prescribed fee.
	Fees and service charges

	16.
	(1)  Notwithstanding the provisions of regulation 12 the Authority may during assessment of the cosmetic require the applicant to submit samples, documents, information and give clarification as the case may be. The processing of an application shall be kept on hold until such samples, documents, information or clarification is provided;
	Additional samples and information

	
	(2)  If the applicant fails to submit the requested samples and or information within six months from the date of request without providing good cause to the Authority the application shall automatically be invalid;
	

	
	(3)  Notwithstanding the provision of sub regulation 2 of this regulation, any person whose application has become invalid but still wish to register a cosmetic may submit a fresh application for registration to the Authority.
	

	17.
	(1) The Authority after being satisfied that the cosmetic complies with requirements prescribed in these regulations will inform the applicant in writing that the cosmetic has been approved for registration and shall enter the particulars of the cosmetic into a register; 
	Registration of cosmetics

	
	(2)  Where the Authority refuses to approve the registration of a cosmetic shall notify the applicant in writing of such decision and the reason(s) thereof;
	

	
	(3)  Without prejudice to sub regulation 2;
	

	
	(a) if the applicant is not satisfied with the decision of the Authority may, within 30 days after the date of notification furnish the Director General with representations for the Authority to review its decision;

	

	
	     (b) the Authority after considering the submitted representations may approve and grant registration of such cosmetic or if not satisfied shall reject the application.

	

	18.
	The registration of cosmetic shall be valid for three years unless suspended, cancelled or revoked by the Authority or withdrawn by a registration holder.


	Validity of registration

	19.
	(1) If for any reason the registration holder changes any matter related to a registered cosmetic including change of composition, packaging, labeling or any other change of any registration regulated under these Regulations shall, before selling the changed cosmetic, notify the change with the reason(s) for such change to the Authority.

	Notification of change

	
	(2) The Authority on receipt of the notice referred to under Sub regulation (1) upon satisfaction on the reasons given,  may approve such changes. 
	Approval of changes by the Authority.

	
	(3) Notwithstanding the provisions of Sub regulation (1)and (2) the Authority may not approve the notice under sub regulation (1)when on its opinion such reasons submitted do not warrant the intended changes.
	Refusal of notice 

	20.
	The registration holder may at any time by giving notice in writing to the Authority withdraw the registration of the registered cosmetic.


	Withdraw of product registration 

	21.
	Every registration holder shall be responsible for:
	Responsibilities of registration holder

	
	(a) all information supplied in support of the application for registration and variation thereof;

	

	
	(b) ensuring safety and quality of the registered cosmetic and that the product complies with all requirements as provided in these regulations; 
 
	

	
	(c) effect voluntary and compulsory product recall whenever necessary.

	

	
	PART E: REGISTRATION OF PREMISES AND ISSUANCE OF PERMIT
	

	22.
	Every application for registration of premises shall be made to the Authority by submitting a duly filled in application for registration of premises form as provided under Eighth Schedule of these Regulations and shall be accompanied by application fees as prescribed in the Fees and Charges Regulations, 2005.

	Application for registration of premises 

	23.
	The Authority in considering the application submitted before it shall require the applicant to satisfy that:


	Condition for granting premises registration

	
	(a) In the case of application for registration of manufacturing premises that;
	

	
	(i)  the premises for manufacturing is suitably located; designed or constructed and maintained in accordance with the prescribed requirements of cosmetic Good Manufacturing Practice (GMP) and existing laws;
	

	
	(ii)   there is adequate number of personnel having knowledge, experience, skills and capabilities relevant to their assigned duties;
	

	
	(iii)  the equipment are designed and placed to suit the production;
	

	
	(iv) sanitation and hygiene is observed to personnel, premises, equipment, apparatus and production materials.

	

	
	(b) In the case of application for registration of a   selling premises that;
	

	
	 (i)  the premises has adequate space for selling and storage of products;
	

	
	(ii)  the premises has adequate ventilation and lighting;
	

	
	(iii) the premises has suitable and proper storage facilities.

	

	24.
	(1)  The Authority may, subject to provisions of these regulations, issue any of the following permit;

	Issuance of Permit

	
	(a) a manufacturing permit, authorizing the permit holder to manufacture the registered cosmetics in the premises specified in the permit; 
 
	

	
	(b) a selling permit, authorizing the permit holder to sell or supply the registered cosmetics from the address  of the business specified in the permit;

	

	
	    (c)  an import permit, authorizing the permit holder to import and sell or supply the registered cosmetics from the address of the Country specified in the permit.
	

	
	(2)  Every permit shall be vested to the permit holder on the registered premises and shall not be transferable to other premises unless a written consent has been obtained from the Authority. 


	

	25.
	An application for a permit shall be made in an application form prescribed under Ninth Schedule of these regulations and shall be accompanied by non refundable processing fee as prescribed in Fees and Charges Regulations, 2005.


	Application for a permit

	26.
	(1) The Authority in considering the application submitted before it shall require the applicant to satisfy that:


	Conditions for issuance of permit

	
	(a) In case of application for cosmetic manufacturing permit; that;
	

	
	(i)  the premises has been inspected and registered by the Authority for that purpose;
	

	
	(ii) has sufficient financial resources such as would enable the manufacturer to maintain the standards of quality prescribed under these regulations;
	

	
	(iii) has not, within twelve months immediately preceding his present application, been convicted of an offence under these regulations or any other written law relating to quality standards.

	

	
	(b) In case of application for cosmetic wholesale permit or import permit, the premises has been inspected and registered by the Authority for that purpose.


	

	
	(2) A permit granted under this regulation shall be issued in the form set out in the Tenth Schedule of these regulations and shall expire on 30th day of June next following the date of issue.

	

	27.
	Any person who intends to continue, manufacturing, importing or wholesaling cosmetics shall apply to the Authority for a renewal of the permit for another term.


	Renewal of permit

	28.
	(1)   The Authority may by giving reasons refuse, suspend, revoke registration or permit of any cosmetic or amend conditions subject to which the cosmetic was registered or permitted as provided under the Act;
	Refusal or revocation of registration or permit

	
	(2)   Subject to subregulation (3), any suspension or revocation of registration of any cosmetic under subregulation (1) shall similarly and at the same time affect any permit issued under these regulations relating to that cosmetic.
	

	
	(3)   Notwithstanding sub regulation (2), where a permit issued under these regulations relates to several registered cosmetics the suspension or revocation of the registration of any cosmetic shall not affect the position of other registered cosmetics listed in the permit.


	

	
	PART F:  IMPORTATION AND EXPORTATION
	

	29.
	(1)  Every person who intends to import a cosmetic shall submit an application for import permit as provided in Eleventh Schedule together with a profoma invoice containing;
(i) Trade name of a cosmetic;
(ii) The quantity to be imported for each cosmetic;
(iii) Name of supplier;
(iv) Name of the manufacturer;
(v) Country of manufacture;
(vi) Name of importer;
(vii) Currency and value of consignment;
(viii) Validity of proforma;
(ix) Mode of shipment;
(x) Port of entry.

	Procedure for importation 

	
	(2) The Authority shall upon being satisfied that the importer meets all the requirements for importation of cosmetics as provided under sub-regulation (1) and upon payment of fees as prescribed in the Fees and Charges Regulations, 2005 may approve the importation. 

	

	
	
	

	30.
	(1) Each consignment of cosmetics imported shall be inspected by inspector before release from port of entry;

	Inspection and release of consignment

	
	(2) An inspector may take sample for laboratory analysis in accordance with the Act before release of cosmetics referred under sub regulation (1);
	Power to take sample for analysis

	
	(3) When an inspector is satisfied that a cosmetic consignment meets importation requirements shall release the consignment and stamp all the supporting documents with a word ‘RELEASED’.

	

	31.
	The Authority shall, where satisfied that the consignment does not meet the requirements prescribed under these regulations bar entry of the consignment and order re-exportation of the consignment to the country of origin at the cost of the importer or as the case may be seize the consignment for destruction.


	Rejection of the consignment

	32
	 Any product regulated under these regulations intended for export, may on application by any person be it natural or legal person exporting the same, be required to obtain a permit or approval for exportation from the Authority.
	Certificate for Export

	
	PART G: PROMOTION

	

	33.
	No cosmetic shall be promoted unless it is registered by the Authority.

	Restrictions on cosmetics promotion 

	34.
	No person shall promote any cosmetic in a manner that is likely to instill fear or distress or is false, misleading or deceptive or is likely to create erroneous impression, regarding its character, composition, safety as the case may be.


	Prohibited promotion

	35.
	No person shall use any promotional material to promote any cosmetic unless: 


	Promotional material

	
	(1) a written permit has been applied and obtained from the Authority.
	

	
	(2) the promotional material is consistent with information approved during registration of cosmetic.


	

	36.
	Every application for a permit to use a promotional material shall be made to the Authority by submitting a duly filled in application for Promotional Material Approval form as provided under Twelfth Schedule of these regulations together with the proposed promotional material and prescribed fee as provided under Fees and charges Regulations, 2005.


	Application for promotional material permit

	37.
	The Authority shall, if satisfied that the proposed promotional material complies with the requirements prescribed in these regulations, issue a written permit with such conditions as it may consider necessary.


	Issuance of promotional material permit

	38.
	(1) Any advertisement which purports or claims to show that the product has been proved to have superior quality and safety than another product by any government institution, professional association, the Authority or any law in force or expose sexual organs of a human being is hereby prohibited.

	Prohibition of advertisement

	
	(2) Without prejudice to the provisions of these regulations and any other written laws; 

	

	
	(a) no reference, shall be made directly or indirectly to the Act or these regulations on any label or in any advertisement of a cosmetic unless the reference is a specific requirement of the Act or these regulations;


	

	
	(b) Pictures other than those prohibited may be used on adverts but they must be authentic, non objectionable and acceptable to the society.


	

	39.
	Any advertisement directed to infants and children or likely to be seen by them, shall not contain anything whether an illustration or otherwise, which may result in harming them physically, mentally or morally or exploit their credulity, natural sense of loyalty or their lack of experience.


	Restriction on advertisement to children and infants

	40.
	(1) The Authority may permit comparison advertisement provided that the advert does not use symbols, slogans, titles, or statements that are clearly identified or directly associated with competitive brands;

	Comparison advertisement

	
	(2) “Before” and “After” effects comparison advertisement shall take into consideration the following;

(a) “before” and “after” situation must reflect truthful and factual comparisons. Comparisons of the “antecedent” situation with the “subsequent” situation must not be exaggerated or misleading.

(b) advertising comparing “before” and “after” situations should cite with prominence specific time elapsed between the two situations.


	

	41.
	No person shall make any claim on a label of or in an advertisement for a cosmetic respecting either of:

	Prohibited claims

	
	(a) the ability of a cosmetic or any of its ingredients to influence the function and structure of the skin or teeth; or


	

	
	(b) the formulation, manufacture or performance of the cosmetic that would imply that the user of the cosmetic will not suffer injury to their health.
	

	
	PART H: GENERAL PROVISIONS
	

	42.
	(1) Any person who is aggrieved by a decision of the Authority in relation to any application may:

 
	Appeals

	
	(a) within 60 days lodge and appeal in writing to the Minister;

	

	
	(b) Notwithstanding the provision of Sub Regulation 1 of this Regulation, where a person has failed to lodge an appeal within the prescribed time may within 30 days apply to the Minister for extension of time to lodge an appeal;

	

	
	(c) The Minister may for any good reason extend time for the lodging of an appeal;

	

	
	(d) If a person fails to lodge an appeal within the extended time shall be barred from appealing. 

	

	
	(2)   In determining an appeal under this regulation the Minister may;
(a)  form an expert committee to advise him on the subject matter of an appeal;
(b)   may allow or dismiss the appeal;
(c)   quash any refusal, revocation or suspension;
(e)  order a person to make a fresh application.


	

	
	(3)      The Authority shall give effect to any direction given by the Minister.


	

	43.
	Any person who contravenes or fails to comply with these regulations or directly or indirectly aids any other person to do what is prohibited under these regulations shall be guilty of an offence.


	Offence

	44.
	(1)Any person found guilty of an offence under these regulations shall be liable to the penalty prescribed by the 
Act.
(2)The Director General or an Inspector authorized to act on his behalf may, subject to and in accordance with the provisions of the Act, if circumstances show that a person, corporate or unincorporated body has committed any offence against these regulations in respect to which he has shown willingness to pay a fine, compound such offence by accepting with the fine or any other thing in respect of which the offence has been committed.
(3) The Director General or an Inspector authorized to act on his behalf before accepting a fine or any other thing from the person referred under sub regulation (2) shall require such a person to fill in a Compounding Form as provided in the Thirteenth Schedule
(4) Subject to the provisions of these regulation authorizing any measures that may be taken pursuant to an order of the court, no further criminal or as the case may be civil proceedings shall be taken against a person of whom power to compound offence has been exercised.

	Penalty and Compounding of offences

Compounding Form


Dar es Salaam



Prof. David Mwakyusa (MP)
July 2007
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