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 dinh ,sé: 1710 /Ob- VPCNCLQG ngay26 thang 6 nam 2026
cua Giam doc Van phong Cong nhan chat luwong quoc gia)

TEN TO CHU'C CHUNG NHAN/ Organisation
Tiéng Viét/ in Vietnamese: CONG TY TNHH BUREAU VERITAS CERTIFICATION VIET NAM
Tiéng Anl/ in English: BUREAU VERITAS CERTIFICATION VIETNAM COMPANY LTD.

SO HIEU CONG NHAN/ Accreditation Number: VICAS 002 - MDMS

PIA CHI PUQC CONG NHAN/ Location Covered by Accreditation

Tru s& chinh/Head guarter:

S6 36-38 Pudng Nguyén Vin Trdi, Phuong Cau Kiéu, Thanh phd Ho Chi Minh, Viét Nam
No.36-38 Nguyen Van Troi Street, Cau Kieu Ward, Ho Chi Minh City, Viet Nam

Tel: (84) 28 3812 2246 Email: contact.vn@bureauveritas.com Website: www.bureauveritas.vn

Chi nhanh/ Branch office:

Tang 6, toa nha Hong Ha, S6 25 Ly Thuong Kiét, Phuong Cira Nam, thanh phd Ha Noi, Viét Nam
6™ Floor, Hong Ha Center, No.25 Ly Thuong Kiet Street, Cua Nam Ward, Hanoi City, Viet Nam

CHUAN MUC CONG NHAN/ Accreditation Standards
— ISO/IEC 17021-1: 2015;

HIEU LUC CONG NHAN/ Accreditation period
T/ from 26 /6/2026 dén/to 25 /6/2031
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PHU LUC CONG NHAN
ACCREDITATION SCHEDULE

PHAM VI PUQC CONG NHAN/ Scope of Accreditation

Chtng nhan hé théng 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 ISO 13485: 2016 for the following scopes:

Linh vue k¥ thuat chinh/ Linh vwe k¥ thuat/ Technical Areas
Main Technical Areas

Thiét bi y té khong chi dong/ | MDO1: Thiét bi y té khong chu dong, khong cdy ghép noi chung/

Non-active Medical Devices General non-active, non- implantable medical devices

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

MDO04: Céc thiét bj va phu kién nha khoa khong chu dong/

Non-active dental devices and accessories

MDO5: Céc thiét bi y té khong chu dong khac/

Non-active medical devices other than specified above

Thiét bi chan doan In Vitro MD13: Thudc thtr va san phém thude thir, mau hiéu chuin va vat liéu
(IVD) kiém soat cho/Reagents and reagent products, calibrators and control
In Vitro Diagnostic Medical materials for:

Devices (IVD) - Hoéa hoc 1am sang/Clinical Chemistry

- Hoéa hoc mién dich (Mién dich hoc)/Immunochemistry (Immunology)

- Huyét hoc/Cam méau/Mién dich huyét hoc/
Haematology/Haemostasis/Immunohematology

- Visinh/Microbiology

- Mién dich truyén nhidm/Infectious Immunology
- M5 hoc/ Té bao hoc/Histology/Cytology

- Xét nghiém di truyén/Genetic Testing

Phuong phap khur trung cho cac | MD16: Khtr trung bang khi Ethylene oxide (EOG)/
thiét bi y té&/
Sterilization =~ Method  for

Ethylene oxide gas sterilization (EOG)

Medical Devices
Phu tung hoac dich vu/ MD28: Nguyén li¢u/ Raw materials
Part or services MD29: Linh kién/ Components

MD?30: Phu tung/ Subassemblies

MD?32: Dich vu phan phdi/ Distribution services

MD33: Dich vu bao tri/ Maintenance services

MD34: Dich vu van tai/ Transportation services

MD35: Dich vu khac/ Other services

Ghi cht/Note: Cong ty TNHH Bureau Veritas Certification Viét Nam phai dang ky hoat dong va dugc cap gidy chimg
nhan dang ky hoat dong theo quy dinh ctia phép lut trudc khi cung cap dich vu nay/Bureau Veritas Certification Viet
Nam Co., Ltd must register its operations and obtain the registration certificate according to the law before providing
certification services.
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