BOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6/No.: 582 /GCN-QLD

GIAY CHUNG NHAN THU'C HANH TOT
SAN XUAT THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GOOD MANUFACTURING PRACTICE COMPLIANCE

Phan 1/ Part 1 :

Cian ctr quy dinh tai Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 ciia Bg trudng
Bo Y té quy dinh vé Thyc hanh tt san xuét thudc, nguyén liéu 1am thudc (GMP), Thong
tu s6 12/2022/TT-BYT ngay 21/11/2022 ciia Bo truong Bo Y té sira doi, bo sung mot sb
diéu cua Thong tu s6 35/2018/TT-BYT ngay 22/11/2018 cua Bo truong Bo Y té quy dinh
vé Thyc hanh tét san xuat thube, nguyén lidu lam thude (GMP),

Pursuant to the Circular n® 35/2018/TT-BYT dated 22/11/2018 by Minister of Health
on Good Manufacturing Practice for medicinal products and materials (GMP), Circular
n® 12/2022/TT-BYT dated 21/11/2022 by Minister of Health on amending, supplementing
a number of articles of Circular n°® 35/2018/TT-BYT dated 22/11/2018 by Minister of
Health on Good Manufacturing Practice for medicinal products and materials (GMP),

CUC QUAN LY DUQC chirng nhén:
The Drug Administration of Vietnam certifies the following:

Co s¢ kinh doanh: Cong ty TNHH Suheung Viét Nam

The establishment: Suheung Viet Nam Company Limited

Tru s& chinh: Puong sé 1, khu cong nghiép Long Thanh, xi Tam An, huyén
Long Thanh, tinh Pong Nai

Legal address: Road N° 1, Long Thanh industrial zone, Tam An commune, Long
Thanh district, Dong Nai province

Nha may san xuat: Chi nhanh méi Cong ty TNHH Suheung Viét Nam

Manufacturing site: New branch of Suheung Viet Nam Company Limited

Dia chi nha may: Dwong s6 12, khu c¢ong nghiép Long Thanh, xd Tam An, huyén
Long Thanh, tinh Dong Nai

Site address: Road N° 12, Long Thanh industrial zone, Tam An commune, Long

Thanh district, Dong Nai province

Pa duoc danh gid theo quy dinh lién quan dén viéc cap Gidy chimg nhéan du diéu kién
kinh doanh dugc phtt hop véi cac quy dinh tai Piéu 33 Luat duge s6 105/2016/QH13 ngay
06/04/2016, Didu 33 Nghi dinh sd 54/2017/ND-CP ngay 08/05/2017 ctia Chinh phu quy
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dinh chi tiét mot sb didu va bién phap thi hanh Luat dugce, Diéu 5 Nghi dinh sb
155/2018/ND-CP ngay 12/11/2018 cua Chinh phii v& viéc stra d6i, bd sung mét sb quy
dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y Nha nuéc cia B6 Y
té va Thong tu s6 35/2018/TT-BYT ngay 22/11/2018, Thong tu s6 12/2022/TT-BYT ngay
21/11/2022 ctua Bo truong Bo Y té quy dinh vé Thuc hanh tét san xuat thude, nguyén liéu
lam thudc (GMP).

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/NP-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°
3572018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated 21/11/2022 by
Minister of Health on Good Manufacturing Practice for medicinal products and materials
(GMP).

Cin ctr két qua danh gia co s san xuat duge thuc hién ngay 08/02/2023, co so san
xuat néu trén dugc chimg nhan dap (mg cac yéu cau vé Thyuc hanh tot san xuat, Thuc hanh
t6t phong thi nghiém va Thuc hanh tét bao quan ddi véi co sé san xuét thude, nguyén liéu
lam thude theo quy dinh tai Thong tu s6 35/2018/TT-BYT ngay 22/11/2018, Thong tu sb
12/2022/TT-BYT ngay 21/11/2022 cia B truong Bo Y té, pht hop voi cac yéu ciu vé
Thue hanh tdt san xut thude theo khuyén céo ciia T chire Y té thé gigi (WHO).

From the knowledge gained during inspection of this manufacturer, which was
conducted on 08/02/2023, it is considered that it complies with the requirements of Good
Manufacturing Practice, Good Laboratory Practice and Good Storage Practice for
manufacturer of medicinal products and materials as laid down in the Circular n°
35/2018/TT-BYT dated 22/11/2018, Circular n° 12/2022/TT-BYT dated 21/11/2022 by
Minister of Health, which complied with the requirements of Good Manufacturing Practice
as recommended byWorld Health Organization (WHO).

Gi'?ly chirng nhén nay thé hién tinh trang tuan thu GMP cua co sé san xuét tai thoi diém
danh gia néu trén va co hiéu luc khong qua 03 nam ké tir ngay danh gia gan nhat. Tuy nhién,
cin ctr theo nguyén tic quan ly rui ro, thoi gian hidu lyc cta Gidy chimg nhan c6 thé dugce
rut nge"'m hodc kéo dai va s€ dugc ghi tai myuc Nhitng nd1 dung han ché hodc lam 3.

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 chimg nhén chi ¢6 hiéu luc khi thé hién dy du cac trang va bao gém ca Phén 1
va Phan 2.

This certificate is valid only when presented with all pages and both Part 1 and Part 2.
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Tinh xac thuc ciia Gidy ching nhan nay cé thé duogc xéc nhan thong qua ndi dung
dang tai trén trang thong tin dién tir cia Cyc Quan 1y Duge. Néu khong co, hay lién hé véi
Cuc Quan 1y Dugc dé duge lam rd.

The authenticity of this certificate may be verified in website of the Drug
Administration of Vietnam (DAV). If it does not appear, please contact the DAV.

Phén 2/ Part 2 :
HOAT PONG SAN XUAT / MANUFACTURING OPERATIONS

Néu co so tién hanh san xuat cac san pham c6 yéu cau dic biét, nhu: thudc phong xa
hodc cac san pham chita penicillins, cephalosporins, penems, chit doc té bao/chat kim té
bao, thudc chira hormon sinh duc c6 tac dung tranh thai, thude co hoat chat nguy hiém
duoc néu rd doi voi timg dang san pham hoic dang bao ché.

If the company is engaged in manufacture of products with special requirements e.g.
radiopharmaceuticals or products containing penicillins, cephalosporins, penems,
cytotoxics/cytostatics, contraceptive sex hormones, potentially hazardous active ingredients,
this should be stated under the relevant product type and dosage form.

5. Nguyén liéu lam thuéc 5. Medicinal materials
5.4. Nguyén liéu khac: 5.4. Other medicinal material.
V& nang HPMC dung cho dwgc pham. HPMC capsules for pharmaceutical use.
6. Doéng goi 6. Packaging
6.1. Pong géi so’ cap 6.1. Primary packing
6.1.2. Khac: 6.1.2. Others:
Vé nang HPMC. HPMC capsules.
6.2. Pong géi thir cap 6.2. Secondary packing
6.2.2. Khac: 6.2.2. Others:
V6 nang HPMC. HPMC capsules.
7. Kiém tra chat lwong 7. Quality control testing
7.1. Vi sinh 7.1. Microbiological
7.1.2. Gi&i han nhiém khuan 7.1.2. Microbial limit test
7.2. Héa hoc / Vat ly 7.2. Chemical / Physical

Giay chimg nhan nay thay thé Giay chimg nhén s6 399/GCN-QLD ngay 06/6/2023.

This certificate replaces the certificate No. 399/GCN-QLD dated 06/6/2023 ./.
Ngay (day) 11 thang (month) 08  nim (year) 2023
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