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HE THONG CONG NHAN TO CHU'C CHU'NG NHAN VIET NAM
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—- VICAS -
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PHU LUC CONG NHAN
ACCREDITATION SCHEDULE

(Kém theo quyét dinh s6: 938 /QD-VPCNCL ngay 19 thang 05 nam 2023
cua Giam doc Van phong Cong nhan Chat luwong)

TEN TO CHUC CHUNG NHAN/ Organisation
Tiéng Viét/ in Viethamese: TRUNG TAM CHUNG NHAN PHU HOP
Tiéng Anh/ in English: VIETNAM CERTIFICATION CENTRE (QUACERT)

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

PIA CHI PUQC CONG NHAN/ Location Covered by Accreditation
Tru s& chinh/ Head office:
S6 8 Hoang Quéc Viét, phuong Nghia D6, quan Cau Gidy, thanh ph Ha Noi

No 8 Hoang Quoc Viet, Nghia Do ward, Cau Giay district, Hanoi
Tel: +84 24 3756 1025 Website: Http://www.quacert.gov.vn

CHUAN MUC CONG NHAN/ Accreditation Standards
— ISO/IEC 17021-1: 2015
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PHAM VI PUQC CONG NHAN/ Scope of Accreditation

Chimg nhan hé thong quan 1y thiét bi y té theo tidu chuan TCVN ISO 13485: 2017 cho linh vuc sauw/
Certification of medical device management system according to 1SO 13485: 2016 for the following scopes.:

Linh vuc k¥ thuat chinh/
Main Technical Areas

Linh vuc k¥ thuat/ Technical Areas

(Non- Implantable)

Thiét bi y t& khong chi Thiét b y té khong chi dong, khong cdy ghép néi chung/ General non-

dong/ Non-active active, non- implantable medical devices

Medical Devices Céc thiét bi y t& khong chii dong khac/ Non-active medical devices other
than specified above

Thiét bi y’té chu dong Thiét b y t& chu dong noi chung/ General active medical devices

(Khong cay ghép) Thiét bi hinh anh/ Devices for imaging

Active Medical Devices

Thiét bi giam sat/ Monitoring devices

Céc thiét bi y té chu dong (khong cdy ghép) khac/ Active (non-implantable)
medical devices other than specified above

Thiét bi chan doan In
Vitro (IVD)

In Vitro Diagnostic
Medical Devices (IVD)

Thudc thir va san pham thude thir, mau hiéu chuin va vt liéu kiém soét cho/
Reagents and reagent products, calibrators and control materials for:

- Hoa hoc 1am sang/ Clinical Chemistry
- Hoéa hoc mién dich (Mién dich hoc)/ Immunochemistry (Immunology)

- Huyét hoc/Cam mau/Mién dich hoc/
Haematology/Haemostasis/Immunohematology

huyét

- Visinh/ Microbiology

- Mién dich truyén nhiém/ Infectious Immunology
- MBS hoc/ Té bao hoc/ Histology/Cytology

- Xét nghiém di truyén/ Genetic Testing

Dung cu va phian mém chan doan/ In Vitro Diagnostic Instruments and
software

Thiét bi y t& IVD khac véi quy dinh & trén / IVD medical devices other than
specified above

Phu tung hoac dich vu/
Part or services

Nguyén li¢u/ Raw materials

Linh kién/ Components

Phu tung/ Subassemblies

Dich vu phan phdi/ Distribution services

Dich vu bao tri/ Maintenance services

Dich vu khac/ Other services

Phu luc nay c¢é hi¢u luc téi ngay 19 thang 05 nam 2026

This Accreditation Schedule is effective until 19 ™ May, 2026
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