“HARMONIZATION AND PROSPERITY™

CERTIFICATE

No. 9199293400451-MED

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

PHU TUONG GARMENT COMPANY LIMITED

Address: Nong Son Village. Dien Phuoc Commune, Dien Ban Town, Quang Nam Province, Vietnam.

2016

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

150 13489:2016

Producing and trading antibacterial medical masks;
Medical protective jumpsuits with hats, shoes.

Certification : 10.Mar.2020
Issue date : 10.Mar.2020
Valid date : 09.Mar.2023
Details in decision no. 1 10032002/QD-ISOCERT

DIRECTOR

Approved to bear certification mark

CERTIFICATE 1S0 13485

Retrieval Information Code: MSec. Vu Van Thao
9199293400451 IS“ 13485'2016
Check the validity of the certificate: htips: /isocert.org.yn

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; 02873.036.538. Email: contactsi@ isocert org. vn, Website: https: fisocert.org v



TO CHUC CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT

“*HAI HOA CUNG THINH VU ONGT

GIAY CHUNG NHAN

S6 9199293400451-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUGNG CHO LINH VU C
TRANG THIET BI Y TE CUA:

CONG TY TNHH MAY PHU TUONG

Dia chi: Thon Nong Son, Xa Dién Phudc., Thi xa Dién Ban, Tinh Quang Nam. Viét Nam.

2016

Dugc danh gid va x4c nhan phu hop vai yéu cau cta tiéu chuan:

TIEU CHUAN

150 13485:2016

PHAM VI CHUNG NHAN:
San xuat va kinh doanh khéiu trang y té khang khuén;
Bio ho y té lién quan cé mii, gidy chup.

AN IS0 13485

~

Ngay chirng nhin : 10/03/2020
Ngay phat hanh £ 10/03/2020
Ngay hét han - 09/03/2023

Chi tiét tai quyét dinh s6  : 10032002/QB-ISOCERT

Duge phép sir dung déu chimg nhin
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WTIASEE 150 13485:2016
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Tra ciru hiéu lue ching chi tas: hitps:Visocert.org.vn

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

S040 diy A, 16 12 KBT mai Dinh Cong, Phuong Binh Cong, Quin Hoang Mai, Thanh pho Ha Néi
Hotline: 1900.636.538, VPHN: 02473.036.338, VPHCM; 02873.056 538, Email: contactsiéd isocert.org.vn, Website: hitps:/ 1socert.org.vn



CONG TY CP CHUNG NHAN VA CONG HOA XA HOQI CHU NGHIA VIET NAM
GIAM DINH QUOC TE ISOCERT Péc 1ap - Tw do - Hanh phiic

S& ¢ 10032002/QD-ISOCERT
V/v cap giay chimg nhan phu hop

i ol Ha Noi, ngay 10 thang 03 nam 2020

QUYET PINH
Vé viée cap Gidy chirng nhian Hé théng quan 1y chit lwgng - Trang thi¢t bj y té ISO
13485: 2016
GIAM POC
CONG TY CO PHAN CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT
Can cit nghi dinh 127/2007/ND-CP ngay 01 rhang 08 nam 2007 cua Chinh phu vé Quy
dinh chi tiét thi himh mét s6 Dreu cidet Ludt (iéu chudn va Quy chudn ki thudt;
Cdn cit vao Nghi dinh 50 132/2008/ND-CP ngay 31 thang 12 ndm 2008 cua Chinh phu
vé Quy dinh chi tiét thi hanh mot $6 Piéu ciia Ludt chdl hrong san pham, hang héa;
~ Can cit vao quy dinh vé danh gid HTOL cua Cong 1y CP chitng nhdn va giam dinh quoc
té ISOCERT,
Can cti gzm, ching nhdn dang ky hoat déng 56 329/TPC-HCHQ ngay 31/01/2019 cua
Téng cuc Tiéu chudn Do luong Chat lwgng;
Can cit gidy chitng nhan ddng ky hoar dong $6 1162/TPC — HCHQ ngay 26/04/2019 cia
Trmg cuc Tiéu chudn Do !uong Chdt lirong;
Cén cit vao bdo cdo két qua crua Doan chuyén gia danh gid va két qua tham xét hé so
chitng nhan;

QUYET PINH:
Didu 1. Cép Gidy ching nhan Hé théng quin Iy chét lugng — Trang thiét bi y (& theo
ticu chudn ISO 13485:2016 cho Céng ty TNHH May Pha Tudng ¢6 dia chi tai: Thon
Nong Son. Xa Pi¢n Phude, Thi xa Dién Ban, Tinh Quang Nam, Viet Nam trong linh
vue hoat dong: San xuit va kinh doanh khau trang y té khéng khudn: Bao ho y té lién
quan 6 mu, giay chup.
Diéu 2. Cnay chirng nhan nay co hiéu luc trong thoi gian 03 nam ké tir ngay 10 théng 03
nam 2020 dén ngay 09 théng 03 nim 2023.
Trong thoi gian hiéu luc cua Glay chimg nhan, Cong ty TNHH May Pht Tuong dugc
phép st dung Gidy chimg nhén s6 9199293400451-MED va dugc su dung diu chimg
nhan cua ISOCERT cho linh vyuc hoat dong néu trén.
Diéu 3. Cong ty TNHH May Pha Tuong ¢6 trich nhiém duy tri va cai tién He thong
quéan Iy chit luong — Trang thiét bi Y té theo ticu chuan ISO 13485:2016 va duge
ISOCERT danh gia giam sat dinh ky 1 nam/1 l4n, tong cong 02 lan trong 03 nam./.

Noi nhin:

- Nhu trén;

- Luu h so.

Fax: EAMS: Mail:

Cong ty CP chimg nhdn va gidm dinh quée 12 [SOCERT
Sb 40, day A, 16 12. KDT mdi Dinh Céng, P. Dinh Cong, Q. Hoang Mai Mai. TP. Ha Néi
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