CONG TY CO PHAN CHUNG NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
VA GIAM DINH TTP Dée lap — Tw do — Hanh phuc

S6: 20.14956-MMS/TTP Ha Noi, ngay 10 thang 08 nam 2020

QUYET DINH
Vé viée cip Chirng chi chirng nhin

H¢ thing quan ly chat lwong cho linh vue trang thiét bi y té ISO 13485:2016

) ~ GIAM bOC
CONG TY CO PHAN CHUNG NHAN VA GIAM PINH TTP

- Can cirvao Quy dinh vé danh gid HTQL chat hrong cho lmh vire trang thiét bi y té cria Cong ty Co
phan Chimg nhdn va Giam dinh TTP;

- Can cirvao kér qua danh gid va kién nghi cua Phong cluing nhdn.
QUYET DINH

Piéu 1: Cip chimg chi ching nhin Hé thong quan 1y chat luong cho linh vuce trang thiét bi y té theo

ticu chuan SO 13485:2016 cho:

CONG TY TNHH SAN XUAT THUONG MAI KY THUAT A CHAU
Pia chi:
Tru so: 38 Luong Tric Dam, Phuong Hi¢p Tan, Quéan Tan Phu, Thanh phé Ho Chi Minh, Vidt
Nam
Nha may san xuat: L6 D14-15, Duong s6 3. Khu cong nghiép Hai Son (GD 3+4), Ap Binh Tién 2,
Xa Dae Hoa Ha, Huyén Dace Hoa, Tinh Long An, Viét Nam
Linh vure chung nhan:

“San xuit va kinh doanh khiu trang y t&”

Diéu 2: Cong ty TNHH san xudt thuong mai ky thudt A Chau dugce phép su dung chimg chi chimg
nhan sé 20.14956-MMS/TTP vé H¢ thong quan ly chét lugng cho linh vuc trang thiét bi y té
duoc néu tai Didu 1 va déu chimg nhan cua Cong ty €6 phan Ching nhan va Gidm dinh TTP
trong thot gian ching chi con hicu luc.

Pidu 3: Pon vi duge chimg nhén tai Diéu 1 phai tuan thu day du cac quy dinh danh gia, chimg nhan
ctua TTP ciing nhu cua luat dinh.

Diéu 4: Quyet dinh nay c¢6 hiéu luc dén ngay 09/08/2023 va don vi sé chiu giam sat dinh ky trude cac
ngay 09/08/2021 va 09/08/2022 hodc dit xudt khi can dé duy tri hidu luc cia quyét dinh. Néu
khong c¢d van ban thong bao uep tuc duy tri hi¢u lue Elay chimg nhén dinh ky hang nam tu
Cong ty C6 phan Chimg nhan va Giam dinh TTP, quyét dinh nay mac nhién s& hét hiéu luc./.

Noi nhin:
- Nhudiéu 1;
Luu: QLCL




GIAY CHU’NG NHAN
CERTIFICATE

Chung nhin h¢ thong quan Iy chat lwgng cho linh vye trang thiét biy té ciia

This is to certify that Medical devices -

Quality Management System of

CONG TY TNHH SAN XUAT THUONG MAI KY THUAT A CHAU
A CHAU PRODUCTION T, RADING ENGINEERING COMPANY LIMITED

Dia chi/ Address

Tru sé: 38 Lwong Tric Dam, Phuong Hiép Tan,
Nam

Nha may sin xuat: L6 D14-15, Puong sé 3, Khu cong nghiép Hai Son (G 3+4), Ap Binh Tién 2,
Xa Direc Hoa Ha, Huyén Dire Hoa, Tinh Long An, Viét Nam

Office: 38 Luong Truc Dam, Hiep Tan Ward, Tan Phu District, Ho Chi Minh City, Vietnam

Factory: Lot D14-15, Street 3, Hai Son Industrial Park (GP 3+4), Binh Tien 2 Hamlet, Duc Hoa Ha Commune,
Duc Hoa District, Long An Province, Vietnam

Quén Tan Phd, Thanh phé H Chi Minh, Viét

ba dugce danh gia va phu hgp véi cac yéu clu ciia tiéu chuin

Has been assessed and found to conform with the requirements of the following standard

ISO 13485:2016

Cho linh vwe/ For the following activities

San xuét va kinh doanh khiu trang y té

Manufacturing and trading in medical masks

Chirng chi s6/ Certification No: 20.14956-MMS/TTP /o Sy
Ngay cap/ Issue date: 10/08/2020 o Rk dign KIP/ On behalf of TTP
Ngay hét han/ Expiry date: 09/08/2023 e 1Giam\doce/ Director s

GIAM DINH
ks TTP

LE HOANG NHAT LINH

ISO 13485:2016

CONG TY CO PHAN CHUPNG NHAN VA GIAM BINH TTP (TTP Certification And inspection Joint Stock Company)
Q S6 298 Phd Mai Anh Tuan, Phwong Thanh Cong, Quan Ba Binh, TP. Ha N§i, Viét Nam
@ http /Mipcert comvn & ttp@ttpcert.comyn i 024 3225 2618




