BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc lap — Tu do — Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6/No.: 441 /GCN-QLD

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

Phan 1/ Part 1:

Cin cirquy dinh tai Thong tu s 04/2018/TT-BYT ngay 09/02/2018 ciia Bo trudng
B0 Y té quy dinh vé Thuc hanh tét phong thi nghiém (GLP),

Pursuant to the Circular n® 04/2018/TT-BYT dated 09/02/2018 by Minister of Health
on Good Laboratory Practice (GLP),

CUC QUAN LY DUQC chitng nhén:
The Drug Administration of Vietnam certifies the following:
Co s¢ kiém nghiém: TRUNG TAM DICH VU PHAN TiCH THI NGHIEM
THANH PHO HO CHi MINH

The laboratory: ~~ CENTER OF ANALYTICAL SERVICE AND
EXPERIMENTATION HO CHI MINH CITY (CASE)

Try s¢ chinh: S6 2 Nguyén Vin Thi, phwong Pa Kao, quin 1, thanh pho
Ho Chi Minh

Legal address: N° 2 Nguyen Van Thu, Da Kao ward, district 1, Ho Chi Minh city

Dia chi co s0: S6 2 Nguyén Vin Thi, phuwong Pa Kao, quin 1, thanh phd
H6 Chi Minh
Site address: N° 2 Nguyen Van Thu, Da Kao ward, district 1, Ho Chi Minh city

Pi dugc danh gia theo quy dinh lién quan dén viéc cAp Gidy chimg nhan du diéu kién
kinh doanh dugc phi hop véi cac quy dinh tai Piéu 33 Luat dugc sd 105/2016/QH13 ngay
06/04/2016, Piéu 33 Nghi dinh sb 54/2017/ND-CP ngay 08/05/2017 cua Chinh pha quy
dinh chi tiét mot s6 diéu va bién phap thi hanh Luat dugc, Piéu 5 Nghi dinh sé
155/2018/ND-CP ngay 12/11/2018 cua Chinh phi vé viéc stra ddi, bd sung mot sé quy
dinh lién quan dén diéu kién dau tu kinh doanh thugc pham vi quan ly Nha nuéce cia Bo Y
té va Thong tu sb 04/2018/TT-BYT ngay 09/02/2018 ctia B truéng Bo Y té quy dinh vé
Thuc hanh tbt phong thi nghiém (GLP).

Has been inspected in connection with the issuance of Pharmaceutical business license
and in accordance with the national regulations at Article 33 of Pharmaceutical Law n°
105/2016/QH13 dated 06/04/2016, Article 33 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
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revision and addition of some stipulations on trading and investment conditions under the state
mandate of Ministry of Health and the Circular n® 04/2018/TT-BYT dated 09/02/2018 by
Minister of Health on Good Laboratory Practice (GLP).

Can ctr két qua danh gia co s kiém nghiém dugc thuc hién tir ngay 08/09/2023 dén
ngay 09/09/2023, co s kiém nghiém néu trén dugce chimg nhan dép tng cac yéu cau vé
Thue hanh t6t phong thi nghiém d6i véi co sé kiém nghiém thube, nguyén liéu lam thude
theo quy dinh tai Thong tu sé 04/2018/TT-BYT ngay 09/02/2018 cia Bo trudong Bo Y té,
pht hop véi cac yéu cau vé Thuc hanh tét phong thi nghiém theo khuyén cdo cua T6 chirc
Y té thé gi¢i (WHO).

From the knowledge gained during inspection of this laboratory, which was
conducted. -from 08/09/2023 to 09/09/2023, 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® 04/2018/TT-BYT dated 09/02/2018 by Minister of Health,
which is comply with requirements of Good Laboratory Practice as recommended by World
Health Organization (WHO).

Gidy chtrng nhan nay thé hién tinh trang tuan tha GLP cta co so kiém nghiém tai thoi
diém danh gia néu trén va c6 hiéu luc khong qua 03 nam ké tir ngay danh gia gan nhat. Tuy
nhién, can cr theo nguyén tic quan ly rai ro, thoi gian hiéu luc cua Gidy ching nhan cé thé
duoc rat ngan hoac kéo dai va s& duoc ghi tai muc Nhitng noi dung han ché hoic 1am rd.

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 chtng nhén chi ¢ hiéu luc khi thé hién day du cac trang va bao gom ca Phan 1
va Phan 2.

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

Tinh xé4c thuc ctia Gidy ching nhan nay cé thé dugc xac nhan thong qua ndi dung
dang tai trén trang thong tin dién tir cia Cuc Quan ly Dugc. Néu khong co, hay lién h¢ voi
Cuc Quan ly Duoc dé duoc 1am rd.

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.

Phan 2 / Part 2:
HOAT PONG THU NGHIEM / TESTING OPERATIONS

1. Phép thtr vatly / héa hoc 1. Physical / Chemical tests
1.1. Phwong phap phéan tich dung cu 1.1. Instrumental analysis methods
1.1.1. Quang phé hép thu t& ngoai va kha kién 1.1.1. Ultraviolet and Visible Absorption
(UV-VIS) Spectrophotometry (UV-VIS)
1.1.2. Quang phé héng ngoai (IR) 1.1.2. Infrared Spectrophotometry (IR)
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1.1.3. Quang phé huynh quang (FR)

1.1.3. Fluorescence Spectrophotometry
(Fluorimetry)

1.1.4. Quang phé nguyén t& phéat xa va hap thu
(AAS)

1.1.4. Atomic Emission and Absorption
Spectrophotometry (AAS)

1.1.5. Phé khéi (MS)

1.1.5. Mass Spectrometry (MS)

1.1.6. Phé khéi — Plasma cadm trng (ICP-MS)

1.1.6. Inductively Coupled Plasma - Mass
Spectrometry (ICP-MS)

1.1.7. Phd huynh-quang tia X (XRF)

1.1.7. X-Ray Fluorescence Spectrometry (XFR)

1.2. Phwong phap tich sac ky

1.2. Chromatographic separation methods

1.2.2. SAc’ky khi (GC)

1.2.2. Gas Chromatography (GC)

1.2.3. S&c ky 1dng (LC)

1.2.3. Liquid Chromatography (LC)

1.3. Phép thir xdc dinh théng sé vt ly

1.3. Physical parameter determination

1:3.1. Chi sb khuc xa

1.3.1. Refractive index

1.3.2. Chisé pH

1.3.2. pH values

1.3.5. Khéi lwong riéng va ty trong

1.3.5. Density and Relative density

1.4. Phép thir xdc dinh théng sé héa hoc

1.4. Chemical parameter determination

1.4.9. Lwu huynh dioxyd

1.4.9. Sulphur dioxide

1.6. Phép thir so sanh mau sac

1.6. Comparative tests

1.6.1. Xac dinh D6 trong clia dung dich

1.6.1. Clarity of solution

1.7. Phép thtr nung gia nhiét

1.7. Incinerated tests

1.7.1. Xac dinh Mat khéi lwgng do lam kho

1.7.1. Loss on Drying

1.8. Phép thir chuan dé, dinh lwong

1.8. Titration and quantification tests

1.8.3. Binh lwgng nwéc bang thube thir Karl Fischer

1.8.3. Determination of water by Karl Fischer
reagent

1.8.9. Pinh lwgng Nitrogen trong hop chét hiru co

1.8.9. Determination of Nitrogen in organic
compounds

1.8.10. Binh lwgng vitamin A

1.8.10. Assay of vitamin A

1.8.11. Phan tich acid amin

1.8.11. Amino acid analysis

1.8.12. Xac dinh ham lwgng Ethanol

1.8.12. Determination of Ethanol

1.8.14. Pinh lwong dung méi ton dw

1.8.14. Determination of Residual solvents

1.8.15. Dinh Iwgng Ethylene Oxide va Dioxan ton dw

1.8.15. Determination of Residual Ethylene
Oxide and Dioxan

1.8.16. Dinh lwvgng N,N-Dimethylaniline

1.8.16. Determination of N,N-Dimethylaniline

1.8.17. Binh lwgng Acid 2-Ethylhexanoic

1.8.17. Determination of 2-Ethylhexanoic acid

1.8.18. Pinh lwong Acid Acetic trong peptid tdng hop

1.8.18. Determination of Acetic acid in Synthetic
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peptides

1.8.21. Pinh lwong acid Omega-3 trong dau ca

1.8.21. Determination of Omega-3 acid in fish oils

1.8.22. Dinh lwgng vitamin D

1.8.22. Assay of vitamin D

1.9. Xéc dinh tinh chét cia dang bao ché

1.9. Dosage forms properties determination

1.9.3. Do déng déu khdi lwong

1.9.3. Uniformity of mass

1.10. Phép ther véi duoc liéu

1.10. Tests for herbals

1.10.7. D4u béo

1.10.7. Fatty oils

1.10.14. Dv lwong héa chéat bao vé thuc vat

1.10.14. Pesticide residues

1.10.17. Xac dinh ham lwgng Aflatoxin B1 trong
dwoc liéu

1.10.17. Determination of Aflatoxin B1 in herbals

Ngay (day) 01.. thang (month) 07. nam (year)2024

CUC TRUONG
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