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GOVERNMENT OF ZAMBIA
No. 5 of 2017

Date of Assent:12th April, 2017

An Act to providefor the principles of, and a framework for,
technical regulation that are compliant with best practice
and regional and inter national obligationstowhich Zambia
is a party; establish the Department of Technical
Regulation in the Ministry responsible for trade; provide
for the development and implementation of technical
regulation for public safety and health, consumer
protection and environmental protection; providetechnical
guidance to regulatory agencies on the development,
implementation, administration and review of technical
regulations; domesticate the International and Regional
Agreements on Technical Barriersto Trade in order to
ensurethat regulations, standards, testing and certification
procedures do not create unnecessary obstacles to trade
but implement legitimate policy objectives and measures;
and provide for matters connected with, or incidental, to
the foregoing.

[13thApril, 2017
ENACTED by the Parliament of Zambia. Enactment

PART |
PreLIMINARY Provisions

1. ThisAct may becited asthe Nationa Technical Regulation  Shorttitieand
Act, 2017, and shall comeinto operation on adatethat theMinister ~ CmMencamant
appointsby statutory instrument.
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2.

In thisAct, unless the context otherwise requires —

“ accreditation” meansthird party attestation for aconformity
assessment body conveying formal demonstration of its
competence to carry out specific conformity assessment
tasks,

“ adverse” hasthe meaning assignedtoit in the Environmental
Management Act, 2011,

“ Bureau” meansthe ZambiaBureau of Standards established
under the Standards Act, 2017;

“ certification” meanstheformal substantiation that aproduct,
process, service, organisation or individual meets the
regquirements of a standard;

“ commodity " hasthe meaning assigned to it in the Standards
Act, 2017;

compulsory standard ” means a compulsory standard
declared under the Compulsory StandardsAct, 2017;

“ conformity assessment " means the demonstration that a
product, process, system, person or body meets the
specified requirement;

“ conformity assessment procedure” meansaprocedure used,
directly or indirectly, to determinethat rel evant requirements
of atechnical regulation or standard are met, and includes
a procedure for sampling, testing, inspection,
evaluation,verification, assurance of conformity, registration,
accreditation and approval or a combination of these
procedures;

“ conformity assessment scheme ” means the rules,
procedures and management for carrying out aconformity
assessment;

“ Department ” meansthe Department of Technical Regulation
established under section 5;

“ designate " in relation to conformity assessment service
providers, means the governmental authorisation of a
conformity assessment body to perform specified

conformity assessment activities with a public domain
respong bility;
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Director " means the Director of Technical Regulation
appointed under section 7;

environment ” has the meaning assigned to it in the
Environmental Management Act, 2011,

inspection” meansthe examination of aproduct,processor
install ation and determination of itsconformity with specific
reguirements or, on the basis of professional judgement,
with general requirements;

ISO " means the International Organisation for
Standardisation;

legal metrology ” has the meaning assigned to it in the
Metrology Act, 2017;

market " in relation to any goods or services, includes a
market for those goods or services and other goods or
servicesthat are substitutablefor, or otherwise competitive
with, the goods or services;

market surveillance” means random checks and audits of,
or taking samples and gathering of information with regard
to, products and services available on the market and in
warehouses;

“ metrology " hasthe meaning assignedtoit in the M etrol ogy
Act, 2017;

“ national quality infrastructure ” means the totality of the
institutional framework, whether public or private, the
output of which includes metrol ogy, standards, inspection,
testing, certification and accreditation;

“ pre-market approval " means the scientific and regulatory
review of a commodity, by the regulatory agency
responsible for enforcing standards to which that
commodity issubject, in order to establish that commodity’s
safety and effectiveness before its approva for the market;

“ process ” means a method of operation, manufacturing,
production, storage, transportation, disposal or combination
of these processes,

“ product ” has the meaning assigned to it in the Standards
Act, 2017,

“ production method ” means the mechanical or chemical
steps used to create an object, usually repeated to create
multipleunits of the sameitem and generaly involvesthe
use of raw materials, machinery and human resource to
create a product;

“ regulatory agency ” meansaMinistry, department or agency
with authority and power to develop or oversee the
implementation of atechnical regulation;
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“ rlevant Minister ” meansthe Minister under whose portfolio

aregulatory agency falls;

service” means any work or doing work for remuneration
and at the request of arecipient of the service, andincludes
the process used for delivering the service;

service provider " means a person who supplies a service
towhich atechnical regulation applies;

standard " means a document, approved by a recognised
body, which providesfor common and repeated use of the
rules, guidelines or characteristics for products and their
related processes or production methods, with which
compliance is hot mandatory, and includes terminology,
symbols, packaging, marking or labelling requirements as
they apply to a product or process,

supplier " means the manufacturer, merchant, distributor,
importer or agent who placesaproduct, process or service
onto the market;

SADC " means the Southern African Development
Community;

“ technical regulation” means a document which lays down

commodity or service characteristics or their related
processes and production methods, i ncluding administrative
provisions, with which compliance is mandatory, and
includes terminology, symbols, packaging, marking or
labelling requirements as they apply to a commaodity or
service or their related processes;

“ technical regulation framework ” meansthe manner inwhich

technical requirements, the conformity assessment system,
regulatory authority mandatesand sanctionsare appliedin
thedevel opment and implementati on of technical regulation;

“ trade” meansthe buying, selling or exchange of goods and

Act No. of
2017

Services;

WTO TBT Agreement " means the World Trade
Organisation Agreement on Technical Barriers to Trade;
and

Zambian National Standard " means a standard approved
by the Bureau under the Standards Act, 2017 .
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3. (1) Despiteany other written law, and subject to subsections  Application
(2) and (3), atechnical regulation that is developed, implemented ~ of Act
or maintained by a regulatory agency shall comply with the
requirements of thisAct.

(2) Theprovisionsof thisAct do not apply to alaw, standard
or technical regulation relating to national security the disclosure
of whichisprejudicia to theinterests of the State.

(3) Themandatory requirements for acommaodity or service,
and the method and scheme for assessing its conformity, whichis
containedin atechnical regulation are exhaustive, havedirect effect
throughout the Republic and shall be amended by the introduction
of an amendment or supplement to the technical regul ation.

4. A technical regulation shall be developed, implementedand  Principles of
maintained in accordance with thefollowing principles: gﬁgﬁﬂn
(a) atechnical regulation shall not be prepared, adopted or
applied in order to create an unnecessary obstacle to
international trade, but to facilitate thetrade;

(b) atechnical regulation shall be developed and implemented
whereit isnecessary for the protection of human health
or safety, animal or plant life or health, the prevention of
deceptive practices and environmental protection;

(c) technical regulation shall comply with the requirements
of international and regional agreementsto which Zambia
isaparty;

(d) technical regulation shall comply with the national technical
regulation framework, the functions of regulatory
agencies and conformity assessment systems and
sanctions;

(e) technical regulation shall take into account the national
economic interest, related processing technology or
intended end-uses of productsandthelevd of scientific
and technical devel opment;

(f)theregquirementsof any technical regulationsshall not create
barriersto entrepreneuria activitiesto agreater degree
thanis minimally necessary for achieving its purposes;

(g) technical regulation shal be appliedin anon-discriminatory
and uniform manner to imported and locally produced
commoditiesand services;
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(h) conformity assessment systems and technical regulation
shall not serve asdisguised protection against imported
commoditiesand services,

(i)conformity assessment systems governing imported
products and services shall not be less favourable than
those accorded to domestic products and services;

(j)international, regional and national standards and norms,
where available and applicable, shall be used as the
basisfor technical regulation;

(k) the national quality infrastructure shall be used and
suppliers shall choose their conformity assessment
service providers who are technically competent and
acceptableto, or so designated by, regul atory agencies,

() regulatory agencies shall not, asfar asis practicable and
consistent with international practice, provide or
participate in providing conformity assessment for
commodities or services that they are mandated to
inspect and control;

(m) accreditation, certification and inspection bodies shall be
independent from suppliers; and

(n) technical regulations shall not be maintained if the
circumstancesor objectivesgiving riseto their adoption
no longer exist or if the circumstances or objectivescan
be addressed in aless trade-restrictive manner.

PART I
ADMINISTRATION

5. (1) There is established the Department of Technical
Regulation in the Ministry responsible for trade to implement the
national technical regulation framework and ensure transparency
and consistency in the development, implementation and
maintenance of technical regulations in accordance with the
requirements of thisAct.

(2) The Minister may, by statutory instrument, appoint a
Government department to performthe functions of the Department
or agency on such terms and conditions as the Minister may
determine.

6. (1) The functions of the Department are to—

(a) oversee the review of technical regulations to ensure
compliance with the provisions of this Act and
international standards,
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(b) audit technical regulations proposed by regulatory agencies
to ensure that they comply with the national technical
regul ation framework;

(¢) co-ordinate the devel opment of technical regulationsby—

(i) facilitating consensus among the regulatory
agencies for purposes of thisAct; and
(ii) minimising overlaps in technical regulation for
commaoditiesand services among theregul atory
agencies; and
(d) review the compliance of the relevant authorities with
the obligations under international and regional
agreementsrelating to technical regulation that Zambia
has ratified.
(2) The Department shall, inimplementingitsfunctions under
subsection (1) —
(a) act as the notification point for Zambia with regard to
technical regulation;

(b) manage the regional and international trade agreement
notification points;

(c) facilitate Zambia’'s participation in the WTO TBT
Agreement and relevant regional committees,

(d) promote good regulatory practices;

(e) conduct training for officers responsible for technical
regulationinregulatory agencies;

(f) provide information related services on technical
regulations; and

(g) disseminate information to assist local companies and
entrepreneurs to overcome technical barriers to trade.

(3) The Department may —
(a) develop and implement technical regulations;
(b) provide conformity assessment services; and

(c) accredit and designate conformity assessment service
providers.

(4) Except asprovided for in subsection (1), the Department

shall not exercise any authority over decisionsmade by aregulatory
agency, metrology institution, accreditation body or standard setting

body.
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7. The Public Service Commission shall appoint, as public
officers, the Director for Technical Regulation and such other staff
as are necessary for the proper administration of thisAct.

8. (1) A regulatory agency may co-operate with foreign and
international regulatory agencies in the development and
implementation of technical regulations.

(2) International co-operation on technical regulation under
subsection (1) may include—
(a) information sharing;
(b) enforcement of standards;
(c) reciprocal recognition of standards; or

(d) any other matter in respect of which co-operation may be
granted under thisAct.

(3) A request for international co-operation by a foreign or
international regulatory agency shall be made to the relevant
regulatory agency in the prescribed manner and form.

PART 111
TECHNICAL REGULATION

9. Thestructure and content of atechnical regulation that is
developed by aregulatory agency shall comply with the requirements
specifiedinthisAct.

10. (1) A technical regulation shall —

(a) define the range of the commodities and servicesthat are
covered by thetechnical regulation;

(b) clarify the nature of the hazards that it is intended to
prevent;

(c) avoid aproliferation of technical regulationsfor the same
commoditiesor servicesrelated to similar hazards;

(d) indicate the sequence and details of pre-market testing
and certification, product approval and post-market
surveillance, asrelevant;

(e) indicate the arrangement of information on the designated
conformity assessment service providers; and

(flidentify the regulatory agency and its powers and
responsibilitiesregarding pre-market approvalsand post-
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market surveillance.

(2) A technical regulation shall state that the supplier is
responsiblefor providing proof that the commodity or servicefalling
within the scope of atechnical regulation meets its requirements.

(3) A technical regulation shall provide for a process of appeal
by supplierswho are aggrieved with, or are adversely affected by,
adecision of the regulatory agency concerned.

11. (1) Technical regulationsshall, taking into account the degree
of risk to causing harm, contain the minimum safety requirements
for commodities and services, but shall not specify or predict the
technical solutionsfor doing so.

(2) Thesafety requirementsfor commoditiesand servicesshall
be precisely worded in order to —

(a) createlegally binding and enforceabl e obligations;

(b) facilitate the devel opment and reference of the appropriate
standards; and

(c) enable the assessment of conformity of commodities or
services.

12. (1) A technical regulation may, in order to facilitate
compliancewith therequirementsfor acommaodity or servicewhere
a standard exists or has been established for the commaodity or
service to which the technical regulation relates, reference the
standard or list of standardsor specify theofficial publicationlisting
of the standards for purposes of conformity.

(2) Thereference of thestandards shall include, asaminimum,
the number, title, scope and publisher of the standards.

(3) Thestandardsreferredtoin thissection may beaZambian
National Standard published by the Bureau, a regional standard
published by regional bodiesor aninternational standard published
by international standardsbodies.

(4) Compliance with a referenced standard confers a
presumption of conformity of the commodity or service with the
requirements of the technical regulation.

13. (1) Theobligationsof the State and the supplier infinancing
the surveillance functions of the regulatory agency shall beclearly
detailed in the technical regulation.
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(2) The supplier shall be responsible for financing the
conformity assessment services provided by the designated or
acceptable conformity assessment service providers.

14. A commodity and servicefalling under atechnical regulation
shall be placed on the market if the commodity and service —
(a) does not endanger public safety or health or plant or animal
lifeor health;

(b) does not giveriseto consumer exploitation;

(c) does not have adverse effects on the environment when
undertaken, installed and maintained; and

(d) isused for the purpose for which it is intended.

15. (1) A supplier shall provide proof of compliance with a
conformity assessment scheme as provided under Part IV.

(2) A supplier shall, in al cases, be required to compile and
retain the required technical documentation including thedeclaration
of conformity.

16. (1) Subjecttosubsection (2), asupplier or service provider
of acommodity or service, or a representative of the supplier or
serviceprovider, shall ensurethat the commodity or service complies
with the requirements of atechnical regulation.

(2) A regulatory agency shall, in conducting market
surveillance, hold the supplier, seller or marketer responsible for
complianceof thecommodity or service with thetechnical regulation
applicableto the commodity or service.

17. (1) A regulatory agency shall—

(a) before developing atechnical regulation, ensure that the
technical regulation isjustified based on evidence and
the nature of the problem; and

(b) in developing a technical regulation, ensure conformity
with relevant laws and guidelines for developing
regul ationsthat impact on business.

(2) A regulatory agency shall, when consulting stakeholders
during the development of the technical regulations, provide the
followinginformation:

(a) afull description of the commodity or service which will
be the subject of the technical regulation;
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(b) the justification or the necessity of its development and
implementation;

(c) information on the adoption of international, regional or
national standards as the basis for the technical
regulation, including reasons for non-adoption, if any;
and

(d) the envisaged conformity assessment systems.

(3) A regulatory agency shall submit the technical regulation
to the Department for review for compliance with the national
technical regulation framework and with international and regional
obligations.

(49) A regulatory agency shall, after clearance by the
Department, submit the draft technical regulation, including the
outcome of thereview by the Department to the relevant Ministry
for consideration and publication.

(5) The Department shall notify the secretariat of the
international and regional organisationsasrequired by therelevant
international and regional agreements regarding the technical
regulation.

18. (1) The Department shall, not later than five years from
the date that a technical regulation became effective, cause the
relevant regulatory agency to review whether the technical
regulation still complieswith the principles stated in section 4 and
with current international or regional standards, normsand rules.

(2) Where the circumstances or purposes that caused the
development and implementation of thetechnical regulation change
or ceaseto exist, the Department shall causetherelevant regulatory
agency to initiate the appropriate procedures for revision or
withdrawal of the technical regulation.

19. (1) The relevant Minister may, where there is a threat to
the environment or human and animal lifeand health, in consultation
with Cabinet, by statutory instrument, adopt and publish atechnical
regulation intended to deal with the threat, without following the
procedure specified in section 17.
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(2) Thegtatutory instrument referred to in subsection (1) shall
statethejustification for the technical regulation.

(3) A technica regulation promul gated under this section shall
not remain in force for aperiod exceeding one year from the date
of its publication.

(4) Therelevant regulatory agency shall, whileimplementing
a technical regulation for purposes of this section, develop an
appropriatetechnical regulationinthe manner prescribedin section
17.

(5) A technical regulation passed under this section shall cease
to have effect on the promulgation of the appropriate technical
regulation.

(6) The Department shall notify the secretariat of the
international and regional organisationsasrequired by therelevant
international and regional agreements regarding the technical
regulation.

PART IV
CONFORMITY ASSESSMENT SCHEMES

20. (1) Whereaformal assuranceof conformity with atechnical
regulationisrequired, aregulatory agency shall, wherepracticable—

(a) formul ate and adopt conformity assessment schemes based
oninternational best practice; and

(b) ensure that the conformity assessment services are
provided in the most cost effective way.

(2) A regulatory agency shall maintain a database of
designated conformity assessment service providers.

(3) Zambia shall recognise the accreditation body or bodies
providing accreditation servicesin thetechnical regulation domain
as part of theinternational mutual recognition mechanisms.

21. (1) A conformity assessment scheme shall enable the
regul atory agency to ensure that commaodities and services placed
onthe market conform to the requirements of the relevant technical
regulation.
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(2) A regulatory agency shall, in selecting the appropriate
conformity assessment scheme, take into consideration the —

(a) appropriateness of the schemefor the type of commaodity
or service,

(b) nature of therisksinvolved,
(c) economic infrastructure of the sector;

(d) type and importance of local production or importation
mechanisms;

(e) level of State surveillance;

(f) technical capability of the national quality infrastructure;
and

(g) other requirements as prescribed by statutory instrument.

(3) A regulatory agency shall not impose aconformity assessment
schemethat isor islikely to be onerousrelative to the objectives
of therelevant technical regulation.

22. Aforeigntest report and certification for imported or local
commodities may be accepted by the regulatory agency if —

(a) an agreement of mutual recognition has been negotiated
between the regulatory agency and the conformity
assessment provider in the foreign country; or

(b) the regulatory agency is of the opinion that the foreign
conformity assessment service provider’stechnical
competency has been adequately demonstrated through
accreditation and that the risk of accepting the test
reportsand certification unilaterally isacceptable.

23. (1) A regulatory agency shall monitor the commodities
and services placed on the market to ensurethat they comply with
therelevant technical regulation.

(2) Pre-market approval of a commodity or service by a
regulatory agency shall only beconsidered if therisk of failureand
the consequential damage of the failure is so high that market
surveillance aloneisinadequate.
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PART V
GEeNERAL PRrovisioN

Regulations 24. TheMinister may, by statutory instrument, make regulations
for the better carrying out of the provisions of thisAct.



