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MEMORANDUM OF UNDERSTANDING
(MOU)

o

BETWEEN

INDONESIAN FOOD AND DRUG
AUTHORITY

AND

THE MEDICINES CONTROL AUTHORITY OF
Z1IMBABWE

ON

CO-OPERATION IN THE REGULATORY
FUNCTIONS OF PHARMACEUTICAL
PRODUCTS, BIOLOGICAL PRODUCTS
AND TRADITIONAL MEDICINES
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Preamble

The Indonesian Food and Drug Authority (BPOM) and the Medicines Control Authority of
Zimbabwe (MCAZ) (hereinafter referred to separately as" the Party" and collectively as
“Parties™) are desirous to enter into a MOU:;

ACKNOWLEDGING the close, friendly and cordial relations already existing between
Zimbabwe and Indonesia;

DESIRING to seek collaboration to enhance the co-operation in pharmaceuticals,
biological, traditional medicines and health supplements regulatory functions;

AWARE that mutual exchange of knowledge and ideas can strengthen the friendly
relations in the fields of health and pharmaceutical products, biological products, traditional
medicines and health supplements regulatory functions between their respective countries;
and

PURSUANT to the prevailing laws and regulations in their respective jurisdictions.
NOW THEREFORE, the Parties have reached the following understanding:

1.0 PARAGRAPH 1

OBJECTIVE
The Parties will promote and develop co-operation in the field of pharmaceutical products,
biological products and traditional medicines regulatory functions within the respective
Jurisdiction by co-operating in the manner set out in this MOU on the basis of equality and
mutual benefit.

2.00 PARAGRAPH2
AREAS OF CO-OPERATION

2. The Parties will co-operate in the field of supplying and regulatory functions related to:
2.1 Medicines;

2.2 track and trace, authentication control application;
2.3 detection of substandard and falsified medicines;

2.4 nanotechnology;

2.5 biotechnology for medicines;

2.6 vaccine production;

2.7 Active Pharmaceutical Ingredients (API) Production;
2.8 traditional medicines and health supplements; and
2.9 any other areas agreed by the Parties.
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3.0 PARAGRAPH3
FORMS OF CO-OPERATION
3. The co-operation between the Parties will take the following forms:

3.1 support and facilitate private sectors and activities of participants;

3.2 exchange and sharing information, best practices, and knowledge in the field of
standards and regulations;

3.3 high official and technical visit related to familiarisation of regulatory processes
of both Parties;

3.4 support capacity building through the exchange of personnel, sharing of
knowledge and experience, and education and training programs;

3.5 exchange of information on the status of Good Manufacturing Practice (GMP)
inspection results as well as on professional and bioequivalent center inspection
results as may be requested by one of the Parties;

3.6 facilitate the investment in cach Party's country;

3.7 the Parties will promote the implementation of issuing electronic certification
and other technologies to facilitate trade;

3.8 provide mutual understanding of each Party’s laws, regulation and procedures
relating to the implementation of medicines and medical products safety
measures;

3.9 participation in international events organised by either Party;

3.10  mutual co-operation in common areas at multilateral fora: and

3.11  any other form of co-operation as mutually decided upon in writing by the
Parties.

40 PARAGRAPH 4

FINANCIAL RESOURCES
4.1 Each Party will bear its own expenses related to any activities conducted under
this MOU.

4.2 When deemed necessary and by mutual agreement, the Parties may invite funds
from any third party such as the United Nations, World Health Organisation to
support the activities under this MOU.

5.0 PARAGRAPH 5
INTELLECTUAL PROPERTY RIGHTS
The Parties declare that any intellectual property arising from the implementation of

this MOU will be jointly owned and its utilisation will be subject to a separate
arrangement between the Parties.
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6.0

7.0

8.0

PARAGRAFH 6

RESEARCH MATERIAL TRANSFER AGREEMENT

6.1 In case the transfer of research materials is required for collaboration activities
to be carried out within this MOU, such materials may be transferred in accordance
with the prevailing laws and regulations in force in the Parties’ Jurisdictions through
a separate Material Transfer Agreement concluded between “the Parties” or between
enterprises, institutions and economic agents from the two countries subject to the
approval by the Parties.

6.2 The access and utilisation of genetic resources and associated traditjonal
knowledge in the implementation of the co-operative activities under this MOU will
be further regulated in the specific arrangement on a case by case project basis to be
decided by the Parties prior to the commencement of related project activities.

PARAGRAPH 7

JOINT COMMITTEE AND ITS CONFORMATION

7.1 In order to achieve the defined objective of this MOU, the Parties will decide to

establish a “Joint Committee” which will be chaired by the head of any of the

competent bodies of the Parties. The “Joint Committee” functions include:

7.1.1 monitoring and facilitating the implementation of this MOU considering the
compliance with the regulations, commitment and the pharmaceutical
policies of the Parties;

7.1.2  submit a follow-up report, twice a year in the fields of understandings
made, to the high-level Joint Economic Commission between Zimbabwe and
Indonesia;

PARAGRAPH 8

CONTACT POINTS FOR THE IMPLEMENTATION

The Parties will appoint contact points as authorised representative of the Parties,
which are responsible for the communication of organising the implementation of
the MOU:

For: The Indonesian Food and Drug Authority:
Address:
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Email address: ....ooovvvvvivinnnnns

For: The Medicines Control Authority of Zimbabwe:
No. 106 Baines, Harare

Phone number: +263-772145192

Email address: mcaz@mcaz.co.zw

Contact PErSON ..vmisvsoissvesisssisssis

9.0 PARAGRAPH?Y
CONFIDENTIALITY
9.1 Each Party understands that the information exchanged between them may
include confidential information that is not in the public domain in the country
of the Party providing the information. The Parties note that it is essential that
confidential information emanating from one Party be treated as such by the
other Party.
9.2 Each Party will make every reasonable effort to prevent:
i.  the public release of confidential information that has been shared for the
purposes set out in this MOU; and
ii.  the release of information for purposes not set out in this MOU.

10.0. PARAGRAPH 10
SETTLEMENT OF DISPUTES
10.1  This MOU does not create any rights and obligations under international

law.

10.2  Any dispute between the Parties arising out of the implementation,
application, or interpretation of this MOU will be settled amicably through
consultation or negotiations between the Parties through diplomatic
channels.

11.0. PARAGRAPH 11
AMENDMENTS
This MOU may be amended only by mutual written agreement of the Parties
through diplomatic channels. Such amendments will constitute an integral part of
this MOU and shall enter into effect on the date of last signature by the Parties.

1200 PARAGRAPH 12
ENTRY INTO EFFECT AND TERMINATION
12.1  This MOU will enter into effect on the date of last signing by the Parties.
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12,2 This MOU will remain in effect for five (5) years and will thereafter be
renewed automatically for successive (5) year periods unless one of the
Parties informs its intention to terminate it in writing through diplomatic

channels to the other Party. In this case, the MOU will be considered as
terminated six (6) months after the said notification.

12.3  The termination of this MOU will not affect any ongoing programs and
projects under this MOU, unless the Parties agree otherwise.

This MOU comprising of a Preamble and twelve (12) paragraphs shall be signed in
duplicate in Indonesian and English languages on the......... (4 2024 and
both texts being equally valid.

For: For:

Indonesian Food and Drug Authority The Medicines Control Authority of
Zimbabwe

Republic of Indonesia
Republic of Zimbabwe

Mr. Tendayi Richard Rukwata

Director General - Medicines Control
Authority of Zimbabwe
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