
TERKMK^fA^ft RTTFTl6!f BOB

Chung chi se mat hi^n lye neu hf thong quan iy cua khach hang khong vu^t qua cuoc danh gia giam
sat hang nam cua ICB.

GlAMDOC

03/CN-TDC

201377.MMS.CN20

22/04/2020

21/04/2023

I
So dang ky:

Chung chii

Ngay cap:

Ngay het han:

CHUNG NHAN H^ TH6NG QUAN i^ CHAT LlTONG CHO LlNH V^TC THI^t BI Y T& CUA:

CONG TY TNHH THIET BI Y TE SAIGON APT

BIACBI:

34/1C Ap 1, xa Xuan Thoi Thuong, huyen Hoc Mon, TP. Ho Chi Minh, Viet Nam

BlT^C BANH GlA PHU HOP VOl CAC YEU CAU CIJA Tl^^U CHUAN:

ISO 13485:2016
CHOPHAMVI:^

Khau trang y te, quan ao phau thuat, quan ao phong dich bang vai khong det, mu

tram dau dung trong phau thuat bang vai khong det, boc giay dep dung 1 Ian bang
vai khong det, quan ao dung 1 Ian bang vai khong det, tarn lot b$nh nhan, ga trai

giirong bang vai khong det/.^

CERTIFICATE



This certificate will be invalid if the customer's management system does not pass the surveillance of
ICB.

DIRECTOR

03/CN-TDC

201377.MMS.CN20

22/04/2020

21/04/2023

Registration No.:

Certification No.:

Issued date:

Expired date:

Medical masks, surgical clothes, non-woven epidemic clothes, hoods for non-woven

surgical use, disposable non-woven disposable footwear, disposable non-woven

clothes weaving, patient pads, non-woven sheets./.

FOR SCOPE:

SAIGON APT HEALTH EQUIPMENT COMPANY LIMITED

ADDRESS:

34 / 1C Hamlet 1, Xuan Thoi Thuong commune, Hoc Mon district, Ho Chi Minh
City, Vietnam

HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

ISO 13485:2016

CERTIFY THAT THE QUALITY QUALITY MANAGEMENT SYSTEM FOR MEDICAL
DEVICE OF:

CERTIFICATE



Tel: 0916.928.036Web: www.chungnhanquocte.vnE-mail:cert@chungnhanquocte.vnFax: 0436830837

GIAM DOC CONG TY CO PHAN CHU"NG NHAN QUOC TE

-Can cuNghi dinh sd 127V2OO7VND-CP ngay 01 thang 8 nam 2007 ciia Chinh phit ve quy dinh chi tiet
thi hanh mot so dieu cua Luqt Tieu chudn vd Quy chudn ky thuat;

-Can cit vdo Nghi dinh so 132/2008/ND-CP ngay 31 thang 12 nam 2008 cua Chinh phu quy dinh chi tiet
thi hanh mot so dieu luqt cua Luqt Chat luang sdn phdm, hang hoa;

-Can cit vdo Quy dinh ve ddnh gid HTQL cua Cong ty Co phdn Chung nhan Quoc te (ICB);

-Can cit vdo kit qua ddnh gid vd kien nghi cua phong Chirng nhan cua ICB,

J' ^^QUYETDINH:^^f

Dieu 1: Chung nhan;

a)Dob vi:

CONG TY TNHH THIET BIY TE SAI GON APT
b)Diachi:
34/1C Ap 1, xa Xuan Thoi ThiroBg, huyen Hoc Mon, thnh pho Ho Chi Minh, Viet Nam

c)Co He Thong Quan Ly duw danh gia phu hup voi yeu cau cua tieu chuan:

ISO 13485:20161
d)Cho pham vi:

Khau trang y te, quan ao phau thuat, quan ao phong dich bang vai khong det, mu trum dau dung
trong phau thuat bang vai khong det, boc giay dep dung 1 Ian bang vai khong det, quan ao dung 1
Ian bang vai khong det, tarn lot benh nhan, ga trai giuong bang vai khong det./.

Dieu 2: Dem vi ducre chung nhan tai Dieu 1 dugc phep six dung dau hieu chung nhan HTQL phu hop tieu
chuan chirng nhan neu tai Muc c cua Dieu 1 trong thai gian chung chi co hieu lire.
Dieu 3: Dem vi dugc chung nhan tai Di^u 1 phai tuan thu dky du cac quy dinh danh gia, chung nhan cua

ICB cung nhu cua luat dinh.

Dieu 4: Dem vi dugc chung nhan phai chiu sir danh gia giam sat dinh ky toi da 12 thang mot Ian bcri ICB
neu khong chung chi chung nhan HTQL da cap cho dem vi se mat hi|u-4^ityigay lap tuc./.
Dieu 5: Quyet dinh nay co hieu luc trong vong 03 nam ke tu ng^lL^^dugc ky./.
Neri nhan:

-Nhudikl;
-Luu:VT.

UNG

CONG TY CO PHANCONG HOA XA HOI CHU NGHIA VIET NAM
CHlTNG NHAN QUOC TEDoc lap-Tu do-Hanh phuc

************************************

S6: 201377.MMS.CN20/QDCN-ICBHa Ngi, Ngay 22 thang 04 nam 2020

QUYETDINH

Ve viec chung nhan he thong quan ly


