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V/v cdp gidy chrmg nhf,n phu hcr,p

ti6u chu6n
Hd N|| ngdy 29 thdng 02 ndm 2020

QUvfr DINH
VO viQc c6p Gi6y chfng nhfn HQ thiing quin ly chiltluqng - Trang tni6t Ui y tti

ISO 13485:2016

GIAM D6C
cONc ry cO pHAN cHiNc NII,IN vA GIAM DINH euoc rn rsocERT' 

dy 0I thdng 08 ndm)OO7 cria Chinh phtt v€
t fiAu chudn vd Quy chudn lfi thuQt;
-CP ngdy 3I thdng 12 ndm 2008 cira Chinh
ita Luqt chdt luqng sdn phdm, hdng h6a;

, Cdn cilr vdo quy dinh v€ ddnh gid HTQL crta C6ng ty CP chrhng nhdn vd gidm dinh

dQng s6 329/TDC-HCHQ ngdy 3I/01/2019
,'.
.ng 

s6 1162/TDC - HCHQ ngdy 26/04/2019

-,
Cdn ca vdo bdo cdo k€t qud cita Dodn chuyAn gia ddnh gid vd k1t qud thdm xdt h6 so

chilrng nhQn;

QUYET DINH:

Diiju 1. l,6p ciey chimg nhfln HQ th6ng qudn ly ch6t luqng - Trang ihi6t bi y ti5 theo
ti6u chudn ISO 13485:2016 cho Hgrp tilc xd, COng nghiQp l.Ihat Quang c6 elia chi Tru
s0 t4i: LO 3-9B, Khu c6ng nghiQp Hoang Mai, Phulng Hodng Vdn Thg, Qufln Ho.dng

Mai, Thdnh ptrO Ha NOi, ViCt Nam trgng linh v.uc \oat $OnS: S6n xuhtTrang thi€t bi
Y t6: QuAn 6o phdng dich, bao bgc giAy, mfr trtm dAu bing vii khdng dQt.

Diiju 2. Gi6y chring nhQn ndy c6 hiQu lgc trong thdi gian 03 n6m te ttr ngiry 29 th6ng
02 ndm 2020 d6n ngdy 28 thSng 02 ndm 2023.
Trong thoi gian hiqu lUc cria Gidy chimg nhfln, Hgp t6c xd C6ng nghiQp Nhat Qua|B
dugc ph6p sir dung GiAy chring nh4n s6 9199293400377-MED vd duo. c sri dung ddu

chimg nhdn cria ISOCERT cho linh v.uc hopt dQng n€u tr6n.
Diiiu 3. Hgp t6c xd Cdng nghiQp l.{hat Quang co trdch nhiem.duy tri vd cii titin HQ

th6ng quin ly chdt luqng - Trang thiCt bi Y t0 theo tiOu chuAn ISO 13485:2016 vd
duqc ISOCERT drinh gi6 gi6m s6t dinh kj, I ndm/l lAn, t6ng cQng 02 lAn trong 03

ndm./.

c6Nc TY CP CH{NG NHAN VA
GIAM DINH QU6C TE ISOCERT

Noi nhQn:
- Nhu tr6n;

- Luu h6 so.

Fqx: EMS: Mqil:

CQNG HOA XA ngr CHU NGHIA VEr NAM
DQc lfp - Tq do - H4nh phtic

Tdng hgp

*QuyAr dinh ndy c6 gid tri 01 (mQt) ndm kA i^c ngiry lE.

C6ng ty CP chrmg nhfln vd giriLrn clinh qu6c t6 IsOCeRt
56 40, day A, 16 12, KDT mdi Dinh C6ng, P. Dioh C6ng, Q. Hoang Mai Mai- TP. HdN6i
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..HARMONIZATION AND PROSPERITY''

GERTI]IGfrTT
No. 9199293400377-MED

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

lIIIfi QU]IG I]IIIUSIRIAI GOOPTRfr]IUT
llead oflice: Lot 3-9B, Hoang Mai IndustrialZone, Hoang Van Thu Ward, Hoang Mai District, Hanoi City, Vietnam.

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

sntDIRIl

lS0 13485:2016
$GOPI GEIilHTD:

29.Feb.2020

29.Feb.2O2O

28.Feb.2023

29022002/QD-ISOCERT

Produetion of Medical Equipmenf: fpidemic Proteetive Clothing,
Non-wov€n Shoe Coverings and lleadgcar Caps,

Certifrcation

Issue date

Valid dlte
Details in decision no.

61.9ryft)

ISOCERT

DIRECTOR

Retrievcl Infermetien Code :
9try2%400,3n

Approved to bear certification mark

lS0 13485:2016
Check the validity of the certificate: https://isocefi.org.vn

rs0crfir tmnMn0ml cEnin]tGmil ilD txsprGn0x mtm sT0Gr G0nHxY



Td clilc GHUITG urlr uit Gr[]n DlrH Ou6e ri mocmr
..HAI HoA CUNG THINH VUONG''

K t. ^^

GNV GHUTIG ilHNil
s6 9199293400377-MED

cHUNG NnAN HE, rsoNc euAN rY cuAr LUQNG cHo rINn vtJ. c
TRANG THIET BI Y TE CUA:

lt0P TIG H G0re mnlip rnlr ouilG
Ttg sO: Ld 3-9B, fhu cOng nghigp Hodng Mai, Phucrng Hodng Van fhu, Qupn Hodng Mai, Thdnh pnO Ua NQi, ViQt Nam.

Duoc tilinh gi6 vd x6c nhan pht hae v;n y€u ciu cta tiOu chuAn.

ilTU GIIUAT

lS0 13485:2016
Pililr ur GilflG lilrfilr:

Siin xu6t Tfang thiSt bi Y t5: QuAn 6o phdng dich,
bao bgc griy, mfr frilm AAu biog vii kh6ng dQt.

Ngny chrfrng nhQn

Ngiy ph6t hinh
Ngny n6t n3n

ctri ti6t tpi quy6t dinh sii

29/02/2020

29/02/2020

28/02/2023

29O22OO2/QD-ISOCERT

Dugc ph6p sfr dgng dAu chrfrng nh$n

lS0 13485:2016

Tra cuu hiQu lgc chung chi t4i: hnps://isocert.org.vn
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