Vin phong Cong nhin Chét hrong/ Bureau of Accreditation

HE THONG CONG NHAN TO CHU’C CHU’NG NHAN VIET NAM
VIETNAM CERTIFICATION ACCREDITATION SCHEME

- VICAS ---

70 Tran Hung Dao, Hanoi; Tel: +84 24 37911555; Email: vpcongnhan@boa.gov.vn; Website: http://www.boa.gov.vn

PHU LUC CONG NHAN
ACCREDITATION SCHEDULE

(Kém theo quyét @inh sg: 2329 /QP-VPCNCL ngay 25 thang 12 nam 2023
cua Gidm doc Van phong Cong nhéan Chat luong)

TEN TO CHUC CHUNG NHAN/ Organisation
Tiéng Viét/ in Vietnamese: Trung tim Kiém nghiém va Chirng nhin TQC CGLOBAL
Tiéng Anh/ in English: TQC CGLOBAL Center for Testing and Certification

SO HIEU CONG NHAN/ Accreditation Number: VICAS 063 — MDMS

PIA CHI PUQC CONG NHAN/ Location Covered by Accreditation
Dia chi ding kv kinh doanh/ Business registration address:

S6 8, ngach 127/30, ngd 127, phd Vian Cao, Phuong Liéu Giai, Quan Ba Pinh, Thanh ph Ha Noi
No.8, alley 127/30, lane 127, Van Cao street, Lieu Giai ward, Ba Dinh district, Hanoi

Tru s¢ chinh/ Head office:

S6 51, ngach 1, ngd 140, duong Nguyén Xién, Phuong Ha Dinh, Quén Thanh Xuan, Thanh phé Ha No1
No. 15, alley 1, lane 140 Nguyen Xien, Ha Dinh ward, Thanh Xuan district, Hanoi

Tel: + 84 24 6680 0338 Website: http://tqc.vn

CHUAN MU'C CONG NHAN/ Accreditation Standards
— ISO/IEC 17021-1:2015;
— 1AF MD1: 2023; IAF MD 2: 2023; IAF MD4: 2023; IAF MD9: 2023; IAF MD11: 2023

HIEU LUC CONG NHAN/ Period of validation
Tir ngay/from 25/ 12 /2023 dén ngay/to 07 /12 / 2026

AFC 01/12 MDMS Lin BH: 3.22 / 1/2


mailto:vpcongnhan@boa.gov.vn
http://www.boa.gov.vn/
http://tqc.vn/
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PHAM VI PUQC CONG NHAN/ Scope of Accreditation

Chtmmg nhan hé thdng quan 1y thiét bi y té theo tiéu chuan TCVN ISO 13485: 2017 cho linh vuc sau/
Certification of medical device management system according to 1SO 13485: 2016 for the following scopes:

Linh vue k¥ thuit chinh/ Linh vuc k¥ thuat/ Technical Areas
Main Technical Areas

Thiét bi y t& khong chu dong/| MDO1: Thiét bi y té khong chi dong, khong ciy ghép noéi chung/
Non-active Medical Devices | General non-active, non- implantable medical devices

MDO02: Thiét bi ciy ghép khong chu dong/ Non-active implants

MDO3: Thiét bi cham séc vét thuong/ Devices for wound care

MDO04: Céc thiét bi va phu kién nha khoa khong chu dong/ Non-active
dental devices and accessories

MDO5: Cac thiét bi y té khong cha dong khac/ Non-active medical devices
other than specified above

Thiét bj y t& chi dong MDO6: Thiét bi y té chu dong néi chung/ General active medical devices
(khong cay ghép)

Active Medical Devices MDO7: Thiét bi hinh anh/ Devices for imaging
(Non- Implantable)

Phy tung hodc dich vu/| MD32: Dich vu phan phéi/ Distribution services
Part or services

AFC 01/12 MDMS Lan BH: 4.23 2/2
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