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General Notice 2853 of 2021.
UNIVERSITY OF ZIMBABWE (UZ)

Invitation to Tender (Re-tender)

DOMESTIC bidders are invited to bid for the following:
Tender number

UZ/40/2021. Supply and delivery of pump system equipment for the
Water Augmentation Project. Closing date and time: Friday,
15th October, 2021, at 1000 hours.

Interested domestic bidders are required to send their requests
forbidding documents to the following email: pmu@admin.
VZAC.ZW

For any inquiries write 1o the undersigned:
Procurement Management Unit,
University of Zimbabwe,

630, Churchill Avenue, Mount Pleasant,
Harare.

Email: pmu@admin.uz.ac.zw

General Notice 2854 of 2021.

CHINHOYT UNIVERSITY OF TECHNOLOGY (CUT)

Invitation to Competitive Bidding {(Domestic)

REPUTABLE and eligible suppliers, registered with the
Procurement Regulatory Authority of Zimbabwe, are invited
to participate in the tender for supply, delivery, installation and
commissioning of air conditioners as follows:

Tender number

CUT/ADMINCONS/20/2021. Engagement of a contractor for
the construction of foundation works for an administration
block. Site visit: 13th October, 2021. Closing date: 22nd
October, 2021.

Bid documents are obtainable from Procurement
Management Unitupon paymentof a non-refundable deposit
of ZWL$1 000,00 per set. Payments to be deposited into
7B Bank Account number 4565 -386395-200, Chinhoyi
Branch.

Submission of bid documents must be done online to
procurement @ cut.ac.zw and by courier in sealed envelopes
clearly marked with the respective tender description and
number, to reach CUT Procurement Management Unit by
1000 hours on or before 22nd October, 2021.

NB: There will be a compulsory site visit on 13th October,
2021. at 1000 hours at the Works and Estates Department
for bidders who intend to participate in the tender.

For more information, please contact:

Procurement Management Unit,
Chinhoyi University of Technology,
Private Bag 7724,

Chinhoyi.

Phone 0267-21- 24047 / 22203-5

General Notice 2855 of 2021,

BINGA DISTRICT HOSPITAL (BDH)

Invitation to Domestic Competitive Tender

Tender mumber

BDH/SIMA(01/2021. Supply and delivery of electrical, tiling,
plumbing, painting, glazing and carpentry materials. Closing
date: 22nd October, 2021.

Bidsareinvited fromreputable bidders validly registered with
the Procurement Regulatory Authority of Zimbabwe (PRAZ).
Tender documents can be obtained at the procurement office
in Binga District Hospital as from 0800 hours to 1630 hours
during working hours (Monday to Friday) upon payment
of a non-refundable fee of ZW1 000,00 (one thousand Zim
dollars only).

Complete bids in sealed khaki envelopes clearly endorsed
with the advertised tender number. the description. and the
closing date as indicated in the table above and addressed to
the Procurement Management Unit (PMU) must be deposited
in the respective tender box at:

The Procurement Management Unit,
Binga District Hospital,

PO. Box 7,
Binga.
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Statutory Instrument 242 of 2021.
[CAP. 20:20

International Treaties (Treaty of the African Medicines Agency)
Notice, 2021

WHEREAS the Treaty for the Establishment of the African
Medicines Agency was approved by both Houses of Parliament on
the 17th and 18th August, 2021,

AND WHEREAS His Excellency the President signed and
affixed his seal to the Instrument of Ratification of the Treaty on the
31st August, 2021:

NOW, THEREFORE, HIS Excellency the President hereby, in
terms of section 7(3) of the International Treaties Act [Chapter 3:05]
(No. 2 of 2020), publishes the Treaty for the Establishment of the
African Medicines Agency as set out in the Schedule.

SCHEDULE
TREATY OF THE AFRICAN MEDICINES AGENCY (AMA)

(ADOFTED BY THE THIRTY-SECOND ORDINARY SESSION OF THE
ASSEMBLY, HELD IN ADDIS-ABABA, ETHIOFIA 11t FEBRUARY 2019)

We, Member States of the African Union,

AFFIRMING THAT quality-assured, safe and efficacious medical products
are fundamental to the health and safety of the population of African;

AWARE THAT, weak regulatory systems have resulted in the circulation of
substandard and falsified (SF) medical products in many of the African Union
Member States;

COGNIZANT THAT the existence of SF product poses a risk to public
health, harms patients and undermines confidence in healthcare delivery svstems;
RECALLING the 55th Decision of the African Union (AU) {Assembly/AU/
Dec.55 (IV} taken during the Abuja Summit 1n January 2005, which requested
the AU Commission to develop a Pharmaceutical Manufacturing Plan for Africa
(PMPA ) within the framework of the New Partnership for Africa’s Development
(NEPAD), aimed to improve access to good quality, safe and efficacious medical
products and health technologies for the African population;

FURTHER RECALLING the Fighteenth Ordinary Session of the Heads of
State and Government Orientation Committee 29 — 30 January 2012 Decision
{Assembly/ AL/DEC-413(XVIII) Para 6 which endorsed the African Medicines
Regulatory Harmonisation (AMRH) Programmeimplemented through the regional
economic communities (RECs);
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International Treaties (Treaty of the African Medicines Agency)
Notice, 2021

RECOGNIZING theaspirations of the AU Roadmap on Shared Responsibility
of Global Solidarity for the AIDS, tuberculosis and malaria response in Africa
{Assembly AU/Dec.442 (XIX)}, Pillar IT on access to medicines which aims to
accelerate and strengthen regional medicines regulatory harmonisation initiatives
and lay the foundation for a single African regulatory agency;

BEING COGNIZANT of the challenges posed by the lack of availability of
medicines and vaccines during public healthemergencies of international concern
and, in particular, during the recent outbreak of the Ebola virus disease (EVD) in
Africa and the attendant dearth of medical product candidates for clinical trials;

RECOGNIZING the contribution of the African Vaccines Regulatory Forum
(AVAREF) in facilitating approval of EVD candidate therapies and vaccines and
efforts undertaken by the African Union (AU), regional economic communities
(RECs) and regional health organisations (RHOs) to mobilise human, financial
and material resources and continental expertise to deal with the outbreak of
EVD; and subsequent establishment of regional expert working groups (EWGs)
on clinical trials oversight in East African Community (EAC) and the Economic
Community of West African States (ECOWAS) as part of the implementation of
the decision of the Assembly of the Union, Assembly/AU/Dec. 553(XXIV) on
Ebola Virus Disease (EVD) Outbreak, of January 2015};

DESIRING the use of continental institutional, scientific and regulatory
resources toimprove access to safe, efficacious and quality medicines; and AWARE
OF theestablishment of the African Medicines Regulatory Harmonisation (AMRH)
in 2009, under the management and guidance of the NEPAD Agency working
with RECs and RHOs, to facilitate harmonisation of regulatory requirements and
practice among the national medicines regulatory authorities (NMRAs) of the
AU Member States to meet internationally acceptable standards, and provide a
favourable regulatory environment for pharmaceutical research and development,
local production and trade across countries on the African continent;

APPRECIATING the launch and subsequent implementation of Medicines
Regulatory Harmonisation (MRHO Programmes and collaborative efforts in and
between the East African Community (EAC); Economic Community of West
African States (ECOWAS) and the West African Economic and monetary Union
(WAEMUY); and the Southern African Development Community (SADC);

RECOGNIZING other on-going efforts on cooperation between the
Economic Community of Central African States (ACCAS) and the Organisation
for Coordination in the Fight against Endemic Diseases in Central African on
implementation of the AMRH Programme in the Central African region; and
the North-Eastern Africa regional collaboration and harmomsation under the
leadership of the Intergovernmental Authority on Development (IGAD);

NOTING the commitment made by the African Ministers of Health during
their First meeting held on 17th April, 2014 in Luanda, jointly organised by the
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S.1. 242 of 2021

African Union Commission and World Health Organisation (WHO) to prioritise
investment in regulatory capacity development; to pursue efforts towards
convergence and harmonisation of medical products regulation in RECs; to
allocate adequate resources for the establishment of the African Medicines A gency
(AMA), and the subsequent endorsement of the establishment of the AMA Task
Team to spearhead the process;

RECALLING the July 2012 AU Assembly Declaration, Assembly/AU/
Decl. 2(XIX) on the report of AIDS Watch Africa (AWA) Action Committee of
Heads of State and Government in which the Council decided that the African
Medicine Regulatory Harmonisation (AMRH) Imtiative shall serve asa foundation
for the establishment of AMA.

FURTHER RECALLING the AU Assembly Decision, Assembly/AU/
Dec.589 (XX VI) of January 2016 on the 1st STC on Legal and Justice Affairs,
doc. EX.CL/935 (XXVIII) in which the Assembly adopted the AU Model Law
on Medical Products Regulation as an instrument to guide AU Member States in
the enactment or review of national medicines laws, and a call to Member States
to sign and ratify the said legal instrument, where applicable, as expeditiously
as possible to enable its entry into force;

CONVINCED that the efforts to coordinate the regulatory systems
strengthening and harmonisation initiative under the leadership of African
Medicines Agency will provide improved sovereign control and regulation of
medical products that will allow African Union Member States to provide for
efficient and effective protection of public healthagainst risks associated with use
of SF, and will facilitate expeditious approval of products that address the health
needs of the African populace, especially for diseases that disproportionately
affect Africa,

HAVE AGREED AS FOLLOWS: —

PART I
THE AFRICAN MEDICINES AGENCY AND ITS OBJECTIVES
ARTICLE 1

ACRONYMS
“AU” refers to the African Union;
“AFRICACDC” refers tothe African Centres for Disease Control and Prevention;
“AMA” refers to the African Medicines Agency,
“AMRC” refers to the African Medicines Regulators Conference;

“AMRH” refers to the African Medicines Regulatory Harmonisation Initiative
of the African Union;
“API” refers to Active Pharmaceutical Ingredient,
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International Treaties (Treaty of the African Medicines Agency)
Notice, 2021

“GMP” refers to Good Manufacturing Practices;

“NEPAD” refers to New Partnership for Africa’s Development,

“NMRA” refers to National Medicines Regulatory Authority,

“OAU” refers to Organisation of African Unity,

“PMPA” refers to Pharmaceutical Manufacturing Plan for Africa;,

“RCOREs” refers to Regional Centres of Regulatory Excellence;

“RECs" refersto Regional Economic Communities recogmsed by the African Union;
“RHOs” refers to the regional health orgamsations;

“TC” refers to Technical Committee;

“T'WGs" refers to the Technical Working Group comprised of experts constituted
under this Treat;

“WHO?" refers to the World Health Organisation.

ARTICLE 2
DEFINITIONS

In this Statute, unless the context requires otherwise: —
“Agency” means the Agency established under Article3;

“Assembly” means the Assembly of Heads of State and Government of
the African Union;

“Blood Products” means any therapeutic substance prepared from human
blood for use in treatment of diseases or other medical conditions;

“Board” means the Governing Board of the AMA,;

“Bureau” means the Bureau of the Conference of the States Parties;
“Commission” means the African Union Commission;
“Complementary Medicines” means any of a range of health therapies

that fall bevond the scope of conventional medicine but may be used
alongsideitin the treatment of diseases and other medical conditions,

“Conference of States Parties” means the Conference of the Parties to
this Treaty;
“Constitutive Act” means the Constitutive Act of the African Union;

“Diagnostic” means a medicine or medical device or substance used for
the analysis or detect in of diseases or other medical conditions;

“Director General” means the Director General of the AMA;

“Food Supplement” means a product intended for ingestion that contains
a dietary ingredient intended to add further nutritional value to
(supplement) the diet;
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S.1. 242 of 2021

“Medical Device” means any instrument, apparatus, implement, machine,
appliance, implant, in vitro reagent or calibrator, software, material
or other similar or related article;

(a) intended by the manufacturer to be used, alone or in combination,
for humans or animals for:

(1) diagnosis, prevention, monitoring, treatment or alleviation
of disease;

(11) diagnosis, monitoring, treatment, alleviation of or
compensation for an injury;

(111) investigation, replacement, modification or support of the
anatomy or of a physiological process;

(iv) supporting or sustaining life;
(v) control of conception;
(vi) disinfection of medical devices; or
{vi1) providing information for medical or diagnostic purposes
by means of in vitro examination of specimens derived
from the human body;
and
(b) which does not achieve its primary intended action in or on the
human or animal body by pharmacological, immunological or
metabolic means, but which may be assisted in its intended
function by such means;

“Medical Products” means medicines, vaccines, blood and blood products,
diagnostics and medical devices;

“Medicine” means any substance or mixture of substances used or
purporting to be suitable for use or manufactured or sold for usein: —

(a) the diagnosis, treatment, mitigation, modification or prevention
of diseases, abnormal physical or mental state or the symptoms
thereof in humans; or

(b) restoring, correcting or modifying any somatic or psychic or
organic functionin humans, and includes any veterinary medicine.

“Member State” means Member States of the African Union;

“Other Regulated Products” means complementary medicines, traditional
medical products, cosmetics, food supplements and related products;

“Secretariat” means the Secretariat of the AMA;

“State Party” means an AU Member State that has ratified or acceded to
this Treaty;

“Traditional medical Product” means an object or substance used in
traditional health practice for:
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