VAN PHONG CONG NHAN CHAT LUQNG QUOC GIA (BoA)
CHUONG TRINH CONG NHAN TO CHUC CHUNG NHAN (VICAS)

PHU LUC CONG NHAN
ACCREDITATION SCHEDULE

(Kém theo quyét @inh so: 1967 /QP-VPCNCLQG ngay 21 thang 07 nam 2025
cua Giam doc Van phong Cong nhdan chat luong quoc gia)

TEN TO CHU'C CHUNG NHAN/ Organisation

Tiéng Viét/ in Vietnamese: CONG TY CO PHAN CHUNG NHAN VA GIAM DPINH QUOC TE
ISOCERT

Tiéng Anh/ in English: ISOCERT INTERNATIONAL CERTIFICATION AND INSPECTION
JOINT STOCK COMPANY

SO HIEU CONG NHAN/ Accreditation Number: VICAS 067 - MDMS

PIA CHI PUQC CONG NHAN/ Location Covered by Accreditation
Dia chi / Address:

S6 40 day A 16 12, KDT méi Dinh Cong, phudng Phuong Liét, Thanh phd Ha Noi, Viét Nam
No. 40, Row A, Block 12, Dinh Cong New Urban Area, Phuong Liet Ward, Hanoi, Vietnam
Tel: +84 916679199 Fax:

CHUAN MU'C CONG NHAN/ Accreditation Standards

ISO/IEC 17021-1: 2015

HIEU LUC CONG NHAN/ Accreditation period
Tu/ from 21 /07/2025 dén/ to 19/06/2026

/

e
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VAN PHONG CONG NHAN CHAT LUQNG QUOC GIA (BoA)
CHUONG TRINH CONG NHAN TO CHU'C CHUNG NHAN (VICAS)

70 Tran Hung Pao, Cira Nam, Ha Noi
Tel: +84 24 37911951; Email: vpcongnhan@boa.gov.vn; Web: www.boa.gov.vn

PHAM VI PUQC CONG NHAN/ Scope of Accreditation

Ching nhan hé théng quan 1y thiét bi y t& 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¥ thuat chinh/ | Linh vue ky thuat/ Technical Areas
Main Technical Areas

Thiét bi y té khong chi MDO1: Thiét bi y té khong chu dong, khong cdy ghép noi chung/ General
dong/ Non-active non-active, non- implantable medical devices
Medical Devices

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

MDO3: Thiét bi cham soc vét thurong/ Devices for wound care

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

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

Ghi chi/Note: Cong ty C6 phan Chung nhan va Giam dinh Qudc té ISOCERT phai ding ky hoat dong va
duoc cip gidy chimg nhan dang ky hoat dong theo quy dinh cua phép lut trude khi cung cip dich vu nay/
ISOCERT International Certification and Inspection Joint Stock Company must register its operations and
obtain the registration certificate according to the law before providing certification services.
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