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 so: 1236 /OD-VPCNCLQG ngay 15 thang 5 nam 2026

ciia Gidm doc Vin phong Cong nhdn chat lwong quoc gia)

TEN TO CHUC CHUNG NHAN/ Organisation

Tiéng Viét/ in Vietnamese: TRUNG TAM CHUNG NHAN PHU HQP (QUACERT)
Tiéng Anh/ in English: VIETNAM CERTIFICATION CENTER (QUACERT)

SO HIEU CONG NHAN/ Accreditation Number: VICAS 074 - MDMS

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

S6 8 Hoang Quéc Viét, phudng Nghia D6, Thanh phé Ha Noi, Viét Nam
No. 8 Hoang Quoc Viet Street, Nghia Do Ward, Hanoi City, Vietnam

Tel: +84 24 3756 1025 Website: http://www.quacert.gov.vn

CHUAN MUC CONG NHAN/ Accreditation Standards

ISO/IEC 17021-1: 2015

HIEU LU'C CONG NHAN/ Accreditation period
Tu/ from 15 /5/2026 dén/ to 14 /5/2031

(undor——
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PHAM VI PUQC CONG NHAN/ Scope of Accreditation
Chtmg nhan hé théng quan 1y thiét bj y té theo tiéu chudn TCVN ISO 13485:2017 cho

Iinh vuc

sau/ Certification of medical

device management system according to

ISO 13485:2016 for the following scopes:

Linh vuc ky thuat chinh/
Main Technical Areas

Linh vue k¥ thuat/ Technical Areas

Thiét bi y té khong
chu doéng/ Non-active
Medical Devices

MDO1: Thiét bi y té khong chi dong, khong ciy ghép néi chung
General non-active, non- implantable medical devices

MDO2: Thiét bj cdy ghép khong chi dong/ Non-active implants

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

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

MDO05: Cac thiét bi y té khong cha dong khac/ Non-active
medical devices other than specified above

Thiét bi y té chi dong
(Khong cay ghép)
Active Medical Devices
(Non- Implantable)

MDO6: Thiét bi y t& cha dong n6i chung/ General active medical
devices

MDO7: Thiét bi hinh anh/ Devices for imaging

MDOS8: Thiét bi giam sat/ Monitoring devices

MDO09: Thiét bi tri liéu bang birc xa, bang nhiét/ Devices for
radiation therapy and thermo therapy

MD10: Cac thiét bi y té chii dong (khong ciy ghép) khac/ Active
(non-implantable) medical devices other than specified above

Thiét bi chan doan In
Vitro (IVD)

In  Vitro  Diagnostic
Medical Devices (IVD)

MD13: Thudc thir va san phém thudc thtr, mau hiéu chuan v4
vat liéu kiém soat cho/ Reagents and reagent products,
calibrators and control materials for:

- Hoéa hoc 1am sang/ Clinical Chemistry

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

- Huyét hoc/Cim  méauw/Mién  dich  huyét
Haematology/Haemostasis/Immunohematology

hoc

- Vi sinh/ Microbiology

—  Mién dich truyén nhiém/ Infectious Immunology
~  Mb hoc/ Té bao hoc/ Histology/Cytology

- Xét nghiém di truyén/ Genetic Testing

MD14: Dung cuy va phan mém chan doan/ In Vitro Diagnostic
Instruments and software
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Linh vuc ky thuat chinh/
Main Technical Areas

Linh vue k¥ thuat/ Technical Areas

MD15: Thiét bi y té IVD khéc v6i quy dinh ¢ trén / IVD medical
devices other than specified above

Thiét bi két hop/ stt dung
cac chét cu thé/Cong nghé/
Devices
incorporating/utilizing
specific substances/
technologies

MD21: Thiét bj y té két hop duoc liéu/ Medical devices
incorporating medicinal substances

MD22: Thiét bji y té sir dung cac mo c6 ngudn gbc dong vat
Medical devices utilizing tissues of animal origin

MD23: Thiét bi y té két hop din xudt méau ngudi/ Medical
devices incorporating derivatives of human blood

MD24: Thiét bi y té st dung co ché vi md/ Medical devices
utilizing micromechanics

MD25: Thiét bi y té st dung vat liéu nano/ Medical devices
utilizing nano materials

MD26: Thiét bi y té st dung 16p phu va/ hodc vat liéu hoat tinh|
sinh hoc hodc dugc hdp thu toan phan hodc chu yéu/ Medical
devices utilizing biological active coatings and/or materials or
being wholly or mainly absorbed

MD27: Thiét bi y té két hop hodc st dung cac chat/ cong nghé
yéu t6 cu thé, khic v6i quy dinh ¢ trén/ Medical devices
incorporating or utilizing specific substances/ technologies
elements, other than specified above

Phy tung hodc dich wvu/
Part or services

MD28: Nguyén li¢u/ Raw materials

MD29: Linh kién/ Components

MD30: Phu tung/ Subassemblies

MD?31: Dich vu hiéu chuan/ Calibration services

MD32: Dich vy phén phdi/ Distribution services

MD33: Dich vu bao tri/ Maintenance services

MD34: Dich vu van tai/ Transportation services

MD35: Dich vu khac/ Other services

Ghi chd/ Note: Trung tdm Chung nhan Phu hgp (QUACERT) phai dang ky hoat dong va dugc
cap gidy chung nhan ding ky hoat dong theo quy dinh ciia phap luat trudc khi cung cép
dich vu nay/ Vietnam Certification Center(QUACERT) must register its operations and obtain
the registration certificate according to the law before providing certification services.
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