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GIAY CHUNG NHAN THUC HANH TOT PHONG THi NGHIEM (GLP)
CERTIFICATE OF GOOD LABORATORY PRACTICE COMPLIANCE

Phan 1/ Part I:

Can cr quy dinh tai Thong tw s .../..../TT-BYT ngay .../.../.... cia Bo truong
Bd Y té quy dinh vé Thuc hanh tot phong thi nghi¢m (GLP),

Pursuant to the Circular n®.../..../TT-BYT dated .../.../.... by Minister of Health
on Good Laboratory Practice (GLP),
CUC QUAN LY DUQC chirng nhén:
The Drug Administration of Vietnam certifies the following:

(7001 111 88 74 11153 1 s AN
The [aboratory: ceiieiiiiiiiiiiiiiiitiieiieiiietittistitstintcistintetstinscnnces
Tru S& Chinh: ciiiiiiiiiiiiieieiieeeeeereeesnnnnseececcesssnssssscccssnsnnsssscens
Legal address: — ceeeiiiiiiiiiiiiiiii s e e e
D1a Chi CO SO iiiiiiiiiiettiieeettesenteceencsecesnssecssnssecsnnssessnnscannnns
Site address: et e e

Pi duoc danh gia theo quy dinh lién quan dén viéc cap Gidy chimg nhan du diéu
kiqén kjnh doanh du’gc phfl hop véi cac quy dinh tai Luat Dugc nlz“tm 2016, Luat stra
do1, boé sung mot s6 diéu cua Luat Dugc nam 2924, Nghi dinh s6 163/2025/ND-CP
ngay 29/06/2025 cta Chinh phu quy dinh chi tiét mdt s6 di€u va bién phéap thi hanh
Luat dugc va Thong tuso .../.../TT-BYT ngay .../.../.... cua B) truong BO Y t€ quy
dinh vé Thyc hanh t6t phong thi nghiém (GLP).

Has been inspected in connection with the issuance of Pharmaceutical
business license and in accordance with the national regulations at Pharmaceutical
Law 2016, Article 1 of the Law amending, supplementing several articles of the
Pharmaceutical Law 2016, Decree No. 163/2025/ND-CP dated June 29, 2025 of the
Government detailing some Articles and measures to implement Pharmaceutical
Law and the Circular n® .../2025/TT-BYT dated .../.../2025 by Minister of Health on
Good Laboratory Practice (GLP).

Can cr két qua danh gia co s kiém nghiém dugc thuc hién ngdy .../.../..., co s&
kiém nghiém néu trén dugc chimg nhan dap tng cac yéu cau vé Thyc hanh tét phong
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thi nghiém d6i voi co so kiém nghiém thudc, nguyén liéu lam thudc theo quy dinh tai
Thong tu sé .../.../TT-BYT ngdy .../.../.... cia Bo truong Bo Y té, phu hop véi cac yéu
cau vé Thuc hanh tot phong thi nghiém theo khuyén céo ctua T6 chire Y té thé gisi
(WHO) / T6 chirc hop tac va phat trién kinh té (OECD).

From the knowledge gained during inspection of this laboratory, which was
conducted on .../.../..., it is considered that it complies with the requirements of Good
Laboratory Practice for testing of medicinal products and materials as laid down in the
Circular n° ..../..../TT-BYT dated .../..../.... by Minister of Health, which is comply with
requirements of Good Laboratory Practice as recommended by World Health
Organization (WHQO) / of Organisation for Economic Co-operation and Development
(OECD,).

Gidy chimg nhan nay thé hién tinh trang tuén tha GLP cua co s& kiém nghiém tai
thoi diém danh gia néu trén va c6 hiéu lyc khong qua 03 nam ké tir ngay danh gia gan
nhat. Tuy nhién, cin ctr theo nguyén tic quan 1y rui ro, thoi gian hiéu luc ctia Gidy ching
nhan c6 thé duge rat ngén hodc kéo dai va sé dugc ghi tai muc Nhirng nd1 dung han ché
hoac lam ro.

This certificate reflects the status of the laboratory at the time of the inspection
noted above and should not be relied upon to reflect the compliance status if more than
three 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 chimg nhén chi c¢6 hiéu luc khi thé hién ddy du cac trang va bao gdm 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 thuc ctia Gidy chirng nhan nay c6 thé dugc xac nhan thong qua ndi dung
dang tai trén trang thong tin dién tr cia Cuc Quan 1y Dugc. Néu khong c6, hay lién hé¢
v6i Cuc Quan ly Dugce dé dugc 1am ro.

The authenticity of this certificate may be verified in website of Drug

Administration of Vietnam (DAV). If it does not appear, please contact the DAV.
Phén 2 / Part 2:

HOAT PONG THU NGHIEM / TESTING OPERATIONS

1 | Cac phép thir Vat ly/ Hoa hoc
List of Chemical/ Physical tests

1.1

1.2

2 | Cac phép thir Vi sinh
List of Microbial tests

2.1




2.2
3 | Cac phép thwr Sinh hoc
List of Biological tests
3.1
3.2

No6i dung han ché hodc lam rd lién quan dén pham vi chiing nhan:

Any restrictions or clarifying remarks related to the scope of this certificate:

Ngay (day) ... thang (month) ... nam (year) ...
Cuc trwomg Cuc Quan ly Duge
Director-General of Drug Administration of Vietnam
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Maiu 05 — Bao cdo thay doi'

TEN PON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO SO Péc 1ap - Tw do - Hanh phiic
SH: ....... [eceee , ngay...... thang...... nam 20....

BAO CAO THAY POI VE
THU'C HANH TOT PHONG THi NGHIEM

Kinh gui: ...

N CO SO e e
Dia chi phong thi nghiém: ... ...
Dién thoai/fax/email: ... ... .
Nguoilien hé: ... Chuc danh: ..................
Dién thoai/fax/email: ... ...

Nguoi phu trach chuyén mén: ...l , namsinh: .........

SO Chung chi hanh ngh€ dugc: ...

D3 dugc cap Gidy ching nhan du diéu kién kinh doanh loai hinh va pham vi
kinh doanh (hodc Pd duwoc cap Gidy chitng nhdn GLP véi pham vi):

................................................................................................

Co s¢ chung t61 xin bao cdo cac ndi dung thay doi nhu sau:

Noi dung thay doi Danh muc tai liéu lién quan dén thay doi

Sau khi nghién ctru Luat Duoc va cac quy dinh khac vé hanh nghé duoc,
chung t61 xin cam doan thyc hi¢n day du céc van ban phap luat, cac quy che
chuyén moén dugc cé lién quan. Bénghi ................ 3 xem xét, danh gia viéc dap

! Biéu miu nay dugc stra ddi tai Phy luc V Thong tu s6 .36./2025/TT-BYT ngay 28 thang 7.. nim 2025 cia
Bo truong BO Y té
2 - Cuc Quan Iy Duoc (dbi voi truong hop bao céo thay doi thudc diém a, b, ¢ khoan 4 Didu 11 Thong tu
04/2018/TT-BYT)

- S6 Y té dia ban noi dit dia diém phong thi nghiém (d6i véi truong hop bao céo thay doi thudc diém d, d, e
khoan 4 Piéu 11 Thong tu 04/2018/TT-BYT) _
3 - Cuc Quan 1y Duoc (dbi voi truong hop bio céo thay d6i thudc diém a, b, ¢ khoan 4 Didu 11 Thong tu
04/2018/TT-BYT)
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tmg GLP d6i voi cac thay doi néu trén ctia co sé ching toi.

Chung t6i xin giri kém ban dé nghi nay cac tai liéu sau day:

’ 1. Ban sao Gidy chﬁ:ng nhan du diéu kién kinh doanh dugc da cap (hodc
Giay chung nhan GLP da cap cho co s¢ khong vi muc dich thuong mai);

2. Ban sao Gidy chting nhan dang ky kinh doanh (hodc Tai liéu phép 1y vé
viéc thanh lap va chuc ne“}ng nhiém vu E:ﬁa co s& khong vi muc dich thuong mai)
(phu hop voi noi dung bo sung/ thay doi);,

3. Ho so tong thé cua co so da cap nhat cac ndi dung thay doi.

Thu truwéng don vi ,
(Ky, ghi ro ho tén, dong dau)

- S&'Y té dia ban noi dit dia diém phong thi nghiém (déi véi truong hop bao cdo thay déi thuoc diém d, d, e
khoan 4 Diéu 11 Thong tw 04/2018/TT-BYT)
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