TO CHUC CHUNG NHAN VA GIAM BINH QUOC TE ISOCERT

“HAI HOA CUNG THINH VUQNG”

GIAY CHUNG NHAN

S6 9199293400749-MED

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

CONG TY CO PHAN SAN XUAT THUONG MAI DUGC VA
TRANG THIET BI Y T MINH ANH

Try sé chinh: 127/9 Buong Trung My Tay 2A, Khu phé 4, Phudng Trung My Téy, Quan 12, Thanh phé Hb Chi Minh, Viét Nam.
Dia diém sin xudt: 127/9 Duong Trung My Tay 2A, Khu ph 4, Phuong Trung My Tay, Quan 12, Thanh phé H& Chi Minh, Viét Nam.

2016

Puoc danh gia va xac nhan phu hgp véi yéu cau cua tiéu chuan:

TIEU CHUAN

150 13489:2016

PHAM VI CHUNG NHAN:
San xuat, gia cong va phan phoéi khau trang y té
va khau trang y té khang khuin

A

AN IS0 13485

UNG NH

Ngay chirng nhén : 16/05/2020
Ngay phat hanh : 16/05/2020
Ngay hét han : 08/05/2023

Chi tiét tai quyét dinh sé : 16052001/QD-ISOCERT

Pugc phép sir dung ddu chimg nhén
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Mi T\;g;ﬁ))(zl;it‘mc'];%g Chi: Iso 13 4852016 ThS. Vii Vin Thao

Tra ciru higu lyc chimg chi tai: https://isocert.org.vn

CONG TY CO PHAN CHUNG NHAN VA GIAM DINH QuOC TE ISOCERT

S6 40 diy A, 16 12 KDT méi Dinh Cong, Phudmg Dinh Cong, Quin Hoang Mai, Thanh phé Ha Ngi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Website: https://isocert.org.vn



“HARMONIZATION AND PROSPERITY™

GERTIFICATE

No. 9199293400749-MED

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

MINH ANH MEDICAL EQUIPMENT AND PHARMACEUTICAL
TRADING PRODUCTION CORPORATION

Headquarters: No. 127/9 Trung My Tay 2A, Quarter 4, Trung My Tay Ward, District 12, Ho Chi Minh City, Vietnam.
Production location: No. 127/9 Trung My Tay 2A, Quarter 4, Trung My Tay Ward, District 12, Ho Chi Minh City, Vietnam.

2016

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

]
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150 13485:2016

Manufacturing, processing and distributing of
medical masks and antibacterial masks.

Certification : 16.May.2020
Issue date : 16.May.2020
Valid date : 08.May.2023
Details in decision no. : 16052001/QD-ISOCERT

Approved to bear certification mark

GERTIFICATE 1S0 13485

Retrie\;;l]gnzf;;::)zglgi Code: Isn 13‘85:2016 MSec. l.l Van Thao

Check the validity of the certificate: https://isocert.org.vn

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 City
Hotline: 1900.636.538, Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: contacts@isocert.org.vn, Website: https://isocert.org.vn




CONG TY CP CHUNG NHAN VA CONG HOA XA HOI CHU NGHIA VIET NAM
GIAM PINH QUOC TE ISOCERT Poc 1ap - Tw do - Hanh phiic

S6: 16052001/QD-ISOCERT
V/v cép gidy chitng nhén phi hop o ) _
Y Ha Noi, ngay 16 thang 05 nam 2020
QUYET PINH
Vé viée cip Gidy chirng nhian Hé théng quan Iy chat lwgng - Trang thiét bi y té
ISO 13485: 2016
GIAM POC
CONG TY CO PHAN CHUNG NHAN VA GIAM PINH QUOC TE ISOCERT
Cdin cit gidy chitg nhén dang ky hoat déng s6 1162/TDC — HCHQ ngay 26/04/2019 cia
Téng cuc Tiéu chudn Po lwong Chdt lieong;
Can cte vao quy dinh vé ddnh gid HTQL cuia Céng ty CP chirng nhdn va giam dinh quéc
té ISOCERT;
Cdn cir vao bdo cdo két qua cua Poan chuyén gia danh gid va kél qua tham xét ho so
chirng nhan,

QUYET DINH:
Piéu 1. Cip Gidy chung nhan Hé thong quan 1y chat lugng — Trang thiét bi y té theo
tiéu chuan ISO 13485:2016 cho Cong ty Cb phan San xuat Thwong mai Duoc va Trang
thiét bi Y té Minh Anh ¢6 dia chi Tru s¢ chinh tai: 127/9 Puong Trung My Tay 2A,
Khu phé 4, Phuong Trung My T4y, Quan 12, Thanh phé Hd Chi Minh, Viét Nam va
Dia chi san xut tai: 127/9 Puong Trung My Téy 2A, Khu phd 4, Phudong Trung My
T4y, Quan 12, Thanh phé H6 Chi Minh, Viét Nam trong linh vuc hoat dong: San xudt,
gia cong va phén phoi khau trang y té va khiu trang y té khang khuén.
Piéu 2. Gidy ching nhan nay c6 hiéu luc trong thoi gian 03 nam ké tir ngay 16 thang 05
nam 2020 dén ngay 08 thang 05 nam 2023.
Trong thoi gian hiéu lyc cua Gidy chimg nhan, Cong ty C6 phan San xuat Thuong mai
Dugc va Trang thiét bi Y té Minh Anh dugc phép sir dung Gidy chung nhan s
9199293400749-MED va duogc sir dung dau chirng nhan cua ISOCERT cho linh vuc
hoat dong néu trén.
Piéu 3. Cong ty Cd phan San xuit Thuong mai Duge va Trang thiét bi Y t& Minh Anh
¢6 trach nhiém duy tri va cai tién Hé thong quan 1y chat luong — Trang thiét bi Y té theo
tiéu chudn ISO 13485:2016 va duge ISOCERT déanh gia giam sat dinh ky 1 nam/1 lan,
tong cong 02 lan trong 03 nam./ IL
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*Liew y: Quyét dinh nay 6 gid tri 01 (mét) nam ké tir ngay ky.
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V Cong ty CP chimg nhén va giam dinh quéc 1& ISOCERT A W en
() S0 40, day A, 16 12, KDT mdi Dinh Cong, P. Pinh Cong, Q. Hoang Mai Mai. TP. Ha Noi
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