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TRUNG TAM CHUNG NHAN
PHU HQP (QUACERT)
Sé: 22005 /QD-QUACERT Ha Ngi, ngay 9 thang 4 ndam 2021
QUYET PINH

Veé viée cAp Gidy chirng nhan Trang thiét bj Y té - Hé théng quan Iy chit lwong
TCVN ISO 13485:2017 / ISO 13485:2016

_ GIAM POC ‘
TRUNG TAM CHUNG NHAN PHU HQP
Cin cir Quyét dinh s6 1328/QD-TPC ngay 01 thang 07 ndm 2019 cta Tong cuc

truémg Tong cuc Tidu chudn Po ludmg Chat lwong vé viée ban hanh Diéu 18 Té chic va
hoat dong cua Trung tim Chung nhan Phu hop;

Cin ctr Quyét dinh sb 48/QD-TDC ngay 12/2/2001 cua Téng cyc trudong Tong
cuc Tidu chudn Po ludng Chit luong v& viée ban hanh Quy dinh chung nhan h¢ thong,
Cin cir bdo cdo két qua cua Poan chuyén gia danh gid va két qua thim xét ho so
ching nhan,
QUYET PINH:

Piéu 1. Cap Gidy chimg nhan Trang thiét bj Y t& - Hé thong quan 1y chat lugng

theo tiéu chuin TCVN ISO 13485:2017 / ISO 13485:2016 cho Vién Vé sinh dich t&
Trung Uong - Trung tim Ung dung Khoa hoc Céng nghé Y sinh c6 dia chi tai S6 01
Yec-xanh, quén Hai Ba Trung, Ha N¢i, Viét Nam, trong linh vuc hoat dong: San Xuét
va cung Ung

- Sinh phim chén doén viém ndo Nhit Ban;

- Sinh phidm phét hién sbt xuét huyét Dengue;

- MBbi trudng van chuyén vi rit.

Piéu 2. Gidy chimg nhan nay c6 hi¢u lyc trong thoi gian 03 nam ké tir ngay
29 thang 04 nam 2021 dén ngay 28 thang 04 ndm 2024. Trong thoi gian hi¢u lyc cua
Gidy chimg nhan, Vién V& sinh dich t& Trung Uong - Trung tdm Ung dung Khoa hoc
Cong nghé Y sinh dugc phép sir dung Gidy ching nhén s6 ISO 029/1.TA4 va Dau
chimg nhén cta Trung tdm Ching nhan Phu hgp (QUACERT) cho linh vuc hoat dong
néu trén.

Piéu 3. Vién Vé sinh dich t& Trung Uong - Trung tam Ung dung Khoa hoc Cong
ngh¢ Y sinh c6 trach nhi¢m duy tri va cai tién Trang thiét bi Y té - Hé théng quéan 1y
chét lugng theo tidu chuin TCVN ISO 13485:2017 / ISO 13485:2016 va duogc
Trung tam Chimg nhén Phu hgp (QUACERT) déanh gia giam sat dinh ky 12 thang/1 lan,
tong cong 02 lan trong 03 nim, trong d6 danh gia giam sat 1an 1 phai dugc thue hién
trudc ngay 29/04/2022./.
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TRUNG TAM CHUNG NHAN PHU HOP (QUACERT)

GIAY CcHINEG AN

QUACERT

®

Chimg nhén Trang thiét bi Y t&€ - Hé théng Qudn Iy Chdt luong ciia

VIEN VE SINH DICH TE TRUNG UONG
TRUNG TAM UNG DUNG KHOA HOC CONG NGHE Y SINH

Dia chi: S8 01 Yec-xanh, quan Hai Ba Trung, Ha N&i, Viét Nam

da duoc ddnh gid va xdc nhén phi hop véi yéu cdu cia tiéu chudn

TCVN 1SO13485:2017 /1SO 13485:2016

Pham vi dugc chitng nhén: San xudt va cung Ung:
- Sinh phdm chdn doan viém nio Nhat Ban;
- Sinh phdm phat hién st xudt huyét Dengue;
- Méi trudng van chuyén vi rat.

$6 Gidy chitng nhén: IS0 029/1.21.TA4

Hiéu luc Gidy chimg nhén: Tif ngay 29/04/2021 dén ngay 28/04/2024

Ngay chiing nhén ldn ddu: 29/04/2021

%dnc CUC TRUONG CHU TICH

Tong cuc TCOLCL

Hoi dong Chimg nhan

QUACERT - 8 Hoang Quéc Viét, Ciu Gidy, Ha N&i, Viét Nam.

Hiéu luc cta Gidy chiing nhan nay cé thé dugc kiém tra tai www.quacert.gov.vn
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VIETNAM CERTIFICATION CENTRE (QUACERT)

CERTIFICATE

This is to certify that the Medical Devices - Quality Management Systemof

NATIONAL INSTITUTE OF HYGIENE AND EPIDEMIOLOGY (NIHE)
CENTER FOR APPLIED BIOMEDICAL SCIENCE

Address: No. 1 Yec-xanh, Hai Ba Trung district, Hanoi, Vietham

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

TCVN ISO 13485:2017 /1SO 13485:2016

Certification Scope: Production and supply of
- Test kit for the Japanese Encephalitis diagnosis;
- Kit for hemorrhagic fever Dengue detection;
- Viral transport medium.

Certificate Number: ISO 029/1.21.TA4
The validity of this Certificate: From 29 April 2021 to 28 April 2024

Original Certification: 29 April 2021

The Director General of STAMEQ The Chairman of the Certification Board

QUACERT - 8 Hoang Quoc Viet, Cau Giay, Hanoi, Vietnam.
The validity of this certificate can be checked at website: www.quacert.gov.vn




