BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC KHOA HQC CONG NGHE Poc 1ap — Tu do — Hanh phiic
VA PAO TAO Independence - Freedom - Happiness

ADMINISTRATION-OF SCIENCE
TECHNOLOGYAND TRAINING

S6/No.:57 [GCN-K2PT Ngay (day) 07 thang (month) 10 nam (year) 2024

GIAY CHUNG NHAN PAP UNG DUY TRI THUC HANH TOT
THU THUOC TREN LAM SANG (GCP)
CERTIFICATE OF GOOD CLINICAL PRACTICE

Phan 1/ Part 1 :

Cin ctt quy dinh tai Thong tu s6 29/2018/TT-BYT ngay 29/10/2018 cta Bo
truong Bo Y té quy dinh vé Thir thube trén 1am sang,
Pursuant to the Circular n® 29/2018/TT-BYT dated 29/10/2018 by Minister of
Health on Good Clinical Practice (GCP),
CUC KHOA HQC CONG NGHE VA PAO TAO chirng nhan:
Administration of Science Technology and Training certifies the following:

Tén co so: BENH VIEN THANH PHO THU PUC

The Establishment: Thu Duc City Hospital

Try sé chinh: S6 29 Pha Chau, phuong Tam Phi, Thi Buc, thanh phé H6 Chi
Minh.

Legal address: 29 Phu Chau Street, Tam Phu Ward, Thu Duc city, Hochiminh
city.

Dia diém thir thudce: S6 29 Phu Chéu, phuong Tam Pha, Tha Bic, thanh phd HS Chi
Minh.

Site address: 29 Phu Chau Street, Tam Phu Ward, Thu Duc city, Hochiminh
city.

Pi dugc danh gia theo quy dinh lién quan dén viéc cap Gidy ching nhan thuc
hanh tét thir thudc trén 1am sang phi hop vai cac quy dinh tai Diéu 33 Luat duoc s6
105/2016/QH13 ngay 06/04/2016, Diéu 32 Nghi dinh s 54/2017/ND-CP ngay
08/05/2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi hanh Luat
duogc, Bidu 5 Nghi dinh s§ 155/2018/ND-CP ngay 12/11/2018 cta Chinh phu vé viéc
stra ddi, bd sung mot sé quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quan 1y Nha nuéc cia Bo Y té va Thong tu s 29/2018/TT-BYT ngay
29/10/2018 cua Bo truong Bo Y té quy dinh vé Thir thudc trén 1am sang (GCP).

Has been inspected in connection with the issuance of Pharmaceutical business
license and in accordance with the national regulations at Article 33 of
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Pharmaceutical Law n°® 105/2016/QH13 dated 06/04/2016, Article 32 of Decree n°
54/2017/ND-CP dated 08/05/2017 of the Government, detailing some Articles and
measures to implement Pharmaceutical Law, Article 5 of Decree n°155/2018/ND-CP
dated 12/11/2018 by~ Gorvernment concerning revision and addition of some
stipulations on trading and investment conditions under the state mandate of Ministry
of Health and the Circular n® 29/2018/TT-BYT dated 29/10/2018 by Minister of Health
on Good Clinical Practice (GCP).

Cian e két qua danh gia co sé dap tng duy tri GCP duoc thuc hién ngay
06/07/2024, co sé nhan thir néu trén dugc ching nhin dap Gng cac yéu cau vé Thyc
hanh tét thir thudc trén 1am sang theo quy dinh tai Thong tu s6 29/2018/TT-BYT ngay
29/10/2018 cua Bo truong Bo Y té, phli hop véi cac yéu cau vé Thyc hanh tét thir thude
trén’ [am sang theo khuyén céo caa To chac Y té thé giéi (WHO) & Hai nghi qubc té vé
hai hoa hoa céc thu tuc dang ky duoc pham sir dung cho ngudi (ICH).

From the knowledge gained during routine inspection of GCP of this
investigational site, which was conducted on 06/07/2024, it is considered that it complies
with the requirements of Good Clinical Practice as laid down in the Circular n°
29/2018/TT-BYT dated 29/10/2018 by Minister of Health, which is comply with
requirements of Good Manufacturing Practice as recommended by World Health
Organization (WHO) & The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH).

Giay chitng nhan nay thé hién tinh trang dap ung thuc hanh tét thir thudc trén 1am
sang cua Pon vi tai thoi diém danh gia néu trén va c6 hiéu luc khdng qué 03 nam ké tir
ngay danh gia gan nhat. Tuy nhién, cin cr theo nguyén tac quan ly rui ro, thoi gian hiéu
luc cua Gidy chitng nhan c6 thé dwoc rat ngan hoic kéo dai va sé& dugc ghi tai muc
Nhiing noi dung han ché hoac 1am rd.

This certificate reflects the status of the manufacturing site at the time of the
inspection noted above and should not be relied upon to reflect the compliance status if
more than 03 years have elapsed since the date of that inspection. However, this period
of validity may be reduced or extended using regulatory risk management principles by
an entry in the Restrictions or Clarifying remarks field.

Gidy chtrng nhan chi c6 hiéu luc khi thé hién day du cac trang va bao gdbm ca Phan
1 va Phan 2.

This certificate is valid only when presented with all pages and both Part 1 and
Part 2.

Tinh xac thyc caa Gidy chung nhan nay c6 thé dugc xac nhan thong qua ndi dung
dang tai trén trang thong tin dién tir cia Cuc Khoa hoc cong nghé va Pao tao. Néu khong
c6, hdy lién hé véi Cuc Khoa hoc cdng nghé va Dao tao dé duoc 1am rd.
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The authenticity of this certificate may be verified in website of the Administration
of Science Technology and Training. If it does not appear, please contact the ASTT.

Phan 2/ Part 2 :

PHAM VI PANG KY HOAT PONG THU THUOC TREN LAM SANG/

CLINICAL REGISTRATION SCOPE

1. Pham vi hoat dong thir thudc trén Iam sang

1. Registration Scope

1.1. Thubc héa dwoc

1.1. Chemical medicines

1.2. Sinh phédm (thuéc sinh hoc)

1.2. Biological medicines

1.3. Thubc duwoc liéu

1.3. Medicinal Herbs

2.._Giai doan thitr thudc trén 1am sang: Giai
doan 2,3,4.

2. Phases of Clinical trial: Phase 2,3,4.

CUC TRUONG
Director of

Administration of Science Technology

=Riguy&n Ng6 Quang
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