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S6: 3820 /QP-BYT Ha Néi, ngay 19 thang 12 ndm 2024

QUYET PINH
Vé viéc cho phép ky két théa thuin quéc té (Y dinh thur)
nhin danh Pon vi true thude By Y té

BQ TRUONG BQ Y TE

Céin cir Ludt T6 chite Chinh phii ndm 2015; Lugt T6 chirc Chinh phii va
Ludt Té chikc chinh quyén dia phiong sika déi ndm 2019;

Cdn cir Ludt Théa thudn quéc té ndm 2020,

Cdn cie Nghi dinh s6 64/2021/NP-CP ngay 30 thdng 6 ndm 2021 cia
Chinh phii quy dinh vé vé ky két va thuc hién thoa thudn quéc té nhéan danh
tong cuc, cuc thuéc bj, co quan ngang b; co quan chuyén mén thuée Uy
ban nhdn dén cdp tinh; Uy ban nhdn ddn cdp huyén; Uy ban nhén ddn cdp
xd & khu vuc bién gidi; co quan cdp tinh ciia té chirc;

Can cit Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 nam 2022 cua
Chinh phii quy dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia
BG Y té;

Theo dé nghi ciia Cuc truomg Cuc Co s6 ha tang va Thiét bi y té tai Phiéu
trinh s6 443/HTTB-CLSD ngay 18/12/2024.

QUYET PINH:

Pi¢u 1. Cho phép Cuc Co sé ha tang va Thiét bj y té ky két thoa thuan
quéc té vé hop tac trong linh vurc thiét bj y té voi nhimg ndi dung cu thé nhu sau:

1. Tén goi thoa thuan qubc t& va tén cac bén ky két thoa thuan quéc té: Y
dinh thu (Letter of Inten) Hop tic xdy dung hé thdng thong tin thiét bi y té
(Cooperate in building a medical equipment information system) gitta Cuc Co s&
ha tang va Thiét bj y t& - Bo Y té v6i Cuc An toan Thiét bi Y té - Bo An toan
Thuc phdm va Dugc phdm Han Quéc, Co quan hop tac quéc té Han Quéc
(KOICA); (Dy thao Y dinh thur (Letter of Inten) kém theo Quyét dinh nay).

2. Nguoi dai dién ky thoa thuan quéc té: Cuc truong Cuc Co so ha téng va
Thiét bi y t&, B Y té.

3. Cuc Co s& ha tang va Thiét bj y t&, Bo Y té: dang tai toan vin vin ban
thoa thuan quéc té, céc thong tin vé stra ddi, bd sung, gia han, chim dut hiéu lyc,
rat khoi, tam dinh chi thuc hién thoa thuén quéc té (néu co) trén cbng thong tin
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é, Cuc Co s ha tang va Thiét bi y té sau khi Thoa thuan hop
dugc ky két 'v'é c6 hiéu luc.
4. Kinh phi thuc hién tir nguon Ngén sach nha nuée cap cho Cuc Co s ha
tAng va Thiét bi y té va cac ngudn kinh phi hop phap khac theo quy dinh.
Piéu 2. Quyét dinh nay c6 hidu luc thi hanh ké tir ngay k¥ ban hanh.
Piéu 3. Cac Ong/Ba: Chanh Vin phong Bo; Vu truéng Vu Hop tac qudc
té; Cuc trudng Cuc Co s¢ ha téng va thiét bi y té; Tha trudng cac co quan, )
chtrc, ca nhan ¢6 lién quan chiu trach nhiém thi hanh Quyét dinh nayﬁb o
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Noi nhd KT. BO TRU()’NG
ot nhan: B
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- B6 Ngoai giao;

- Bo truong (dé b/c)

- Céac Thir trudng; '
- Cong Thong tin dién tir B Y té;
- Vu HTQT, Vu PC;

- Luu: VT, HTTB.

50 Xuan Tuyén



Letter of Intent for Cooperation

Between the Infrastructure and Medical Device Administration, Socialist

Republic of Viet Nam

And the Medical Device Safety Bureau, the Ministry of Food and Drug
Safety, the Republic of Korea

And the Korea International Cooperation Agency

Regarding the Project: Pre-consulting for the development of the Viet Nam

Medical Device Information System

Preamble

The Infrastructure and Medical Device Administration (hereinafter referred to as the
“IMDA”) of the Ministry of Health of the Socialist Republic of Viet Nam, the Medical
Device Safety Bureau of the Ministry of Food and Drug Safety (hereinafter referred to
as the “Bureau”) of the Republic of Korea and the Korea International Cooperation Agency
(hereinafter referred to as the “KOICA”) based on the amicable relations between the two
countries, recognize the need for the development of the Medical Device Information
System in Viet Nam to improve the management of medical devices and healthcare
services. Stated parties seek to strengthen cooperation for pre-consulting related to the

system's development.

The three parties have hereby reached the following agreements under this Letter of
Intent (hereinafter referred to as the “LOI”) in accordance with the principles of mutual

cooperation.



Paragraph 1. Purpose

The purpose of this LOI is to efficiently and successfully implement the pre-consulting

project for the development of the Vietnamese Medical Device Information System.

Paragraph 2. Responsibilities and Roles

1. IMDA will:

a.

Assign relevant personnel for each sector of the project (establishing a
Project Management Unit, PMU);

Provide necessary and unprohibited materials related to the medical device
safety management laws and regulations;

Take part in trainings as the local personnel (three (3) times) and assist in
recruiting workshop participants for stakeholders; and

Explain Vietnamese medical device laws, regulations and the direction to

develop its system during the local trainings and workshops.

2. Bureau will:

a.

Investigate the laws and regulations related to medical device safety
management in Viet Nam for the development of the Medical Device
Information System;

Develop a roadmap for the development of the Medical Device Information
System in Viet Nam;

Conduct local trainings (three (3) times) to enhance the capacity of
Vietnamese government officials responsible for medical device safety
management;

Organize local workshops (three (3) times) to strengthen the capacity of

stakeholders involved in medical device safety management in Viet Nam.

3. Three parties may hold regular consultations to ensure the successful execution

of the cooperation. The participants will closely cooperate in order to implement

the consulting effectively and successfully. Further revisions and/or changes

may be made, if necessary by mutual consent of the whole participants.



Paragraph 3. Financing

The budget required for the implementation of this cooperation under this LOI will be
provided by KOICA. In accordance with the laws and regulations in effect in the
Republic of Korea, and within its budgetary limitations, KOICA, on behalf of the
Government of the Republic of Korea, will monitor the Responsibilities and Roles stated

in the Paragraph 2.
Paragraph 4. Enter into Effect and Termination

The LOI is valid from the date of signing and will remain in effect for the period agreed
upon by three parties. Either party may terminate the agreement by providing written

notice, subject to mutual consent.
Paragraph 5. Non-legally Binding Document

The LOI is a non-binding document, expressing the intent of cooperation between the

three parties and does not carry legal obligations.

Three copies of the LOI are prepared and signed in English on 19 December 2024 in

Hanoi, with each party retaining one copy.

Signed on behalf of:
the Ministry of Health, Socialist the Ministry of Food and Drug the Korea International
Republic of Viet Nam Safety, Republic of Korea Cooperation Agency
Director of the Department of Director of the Department of Deputy Country Director of
Medical Devices Medical Device Safety the KOICA Viet Nam Office

(Name) (Name) (Name)



