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S6 8935293400706-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUQONG
CHO LINH VUC TRANG THIET BI Y TE CUA:

CONG TY TNHH MOT THANH VIEN DUGC PHAM OPC BINH DUONG

Tru sé va Nha may: S6 09A/DX 04, Té 7, Khu phé Tan Héa, Phudmg Tén Vinh Higp,
Thanh phé Tan Uyén, Tinh Binh Duong, Viét Nam.

Pugc danh gia va x4c nhén phi hgp véi yéu cau cua tiéu chuan:

150 13489:2016
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SAN XUAT VA KINH DOANH: CON Y TE.

Ngay chirng nhan lan ddu  :10.12.2019

Ngay chirng nhan :09.12.2022
Ngay phat hanh : Lan 6 - 20.01.2025
Ngay hét han - 08.12.2025

Chi tiét tai quyét dinh s6  :200125.16/QD-ISOCERT

ISOCERT
Mai Truy Xuét Chimg Chi: Isn 13“5_2015

8935293400706

Tra ciru hiéu lye chimg chi tai: https:/isocert.org.vn/tra-cuu-g -chi-
CONG TY C6 PHAN CHUNG NHAN VA GIAM DINH QUOC T ISOCERT
$6 40 ddy A, L6 12 KDT méi Dinh Céng, Phudmg Dinh Cong, Quin Hoang Mai, Thanh phd Ha Noi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Website: http:/isocert.org.vn



ISOCERT

Harmonization And Prosperity

GERTIFIGATE

No. 8935293400706-MED

THIS IS TO CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM
FOR MEDICAL DEVICES OF:

OPC - BINH DUONG PHARMACEUTICAL ONLY MEMBER CO, LTD

Head office and Factory: No. 09A/DX 04, Group 7, Tan Hoa Quarter, Tan Vinh Hiep Ward,
Tan Uyen City, Binh Duong Province, Vietnam.

Has been assessed and found to conform with requirements of the following standard:

150 13485:2016

MANUFACTURING AND TRADING: MEDICAL ETHANOL.

Original Certification : 10.Dec.2019
Certification date : 09.Dec.2022

Issue date : 6th issue - 20.Jan.2025
Expiration date : 08.Dec.2025

Details in decision No. :200125.16/QD-ISOCERT
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ISOCERT

Retrieval Information Code: i MSc. Vu Hoang Tuan
] i IS0 13485:2016 Sc. Vu Hoang

Check the validity of the certificate: https:/isocert.org.vn/tra-cuu-chung-chi-iso

ISOCERT INTERNATIONAL CERTIFICATION AND INSPECTION JOINT STOCK COMPANY

No.40 A Row, Block 12, Dinh Cong New Urban Area, Dinh Cong Ward, Hoang Mai District, Hanoi
Hotline: 1900.636.538, Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: contacts@isocert.org.vn, Website: http:/isocert.org.vn




CONG TY CP CHUNG NHANVA  CONG HOA XA HQI CHU NGHIA VIET NAM

GIAM PINH QUOC TE ISOCERT Poc lap - Tw do - Hanh phiic
S6: 200125.16/QD-ISOCERT
V/v cap giay chimg nhn pht hop Ha Ngi, ngéy 20 thang 01 ndm 2025

tiéu chuan

QUYET PINH ' '
Vé viéc cap Gidy chirng nhin Hé thong quan ly chit lwong - Trang thiét bi y té

ISO 13485:2016

] ' GIAM POC Ay
CONG TY CO PHAN CHUNG NHAN VA GIAM PINH QUOC TE ISOCERT

Can cir gidy chimg nhdn dang ky hoat dong sé 314/TPC - HCHQ ngay 24/01/2024 cua Téng cuc
Tiéu chudn Po leomg Chdt leong; P
Can cir vao quy dinh vé danh gia HTQL cua Cong ty CP chumg nhdn va gidm dinh quéc té ISOCERT;,
Cdn cir vao bdo cdo két qua cuia Poan chuyén gia danh gid va két qua tham xét hé so chimg nhdn;

QUYET PINH:
Piéu 1. Cdp Gidy chirng nhan Hé théng quan 1y chét luong - Trang thiét bj y té theo tiéu
chuén ISO 13485:2016 cho Céng ty TNHH M@t thanh vién Dwgc phim OPC Binh Dwong
c6 dia chi Tru s& va Nha méy tai: S6 09A/DX 04, T 7, Khu phé Tan Hoa, Phuong Téan Vinh
Hiép, Thanh phé Tan Uyén, Tinh Binh Duong, Viét Nam trong linh virc hoat dong: San xuét
va kinh doanh: Cn y té.
Piéu 2. Gidy chimg nhan nay c6 hiéu luc ké tir ngdy 20 thang 01 nim 2025 dén ngay 08
thang 12 nam 2025.
Trong thoi gian hiéu luc clia Gidy ching nhin, Céng ty TNHH Mot thanh vién Dwgc phim
OPC Binh Dwong dugc phép st dung Gidy chimg nhan s6 8935293400706-MED va duoc
str dung ddu chimg nhén ctia ISOCERT cho linh vuc hoat dong néu trén.
Diéu 3. Céng ty TNHH Mot thanh vién Dwgc phim OPC Binh Dwong c6 trach nhiém duy
tri va cdi tién H¢ thdng quan ly chit lugng - Trang thiét bi Y té theo tiéu chuén ISO
13485:2016 va dugc ISOCERT dénh gia gidm sat dinh ky 1 ndm/1 lan, tdng cong 02 1dn trong
03 nam.
Diéu 4. Quyét dinh chimg nhén nay c6 hidu luc ké tir ngay 20 théng 01 nam 2025 thay thé
Quyét dinh chimg nhan s6 291223.23/QD-ISOCERT ban hanh ngay 29 thang 12 nim 2023 gk

Noi nhin: e
- Nhu trén; HAL
- Luu hd so.

Fax: EMS: Mail:

ﬂf
Vi J%a/ny Guin
- Cong ty TNHH MGt thanh vién Dugc pham OPC Binh Duwong phai dang ky hoat dong theo quy dinh cua
phap ludt va chiu trdch nhiém vé san pham, dich vu khi cung cdp ra thi truong.

*Luew y: - Quyét dinh nay c6 gid tri 01 (mgt) nam ké tir ngay ky.
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